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Presidential Documents 


Proclamation 5303 of February 20, 1985 

National Safe Boating Week, 1985 


By the President of the United States of America 
A Proclamation 

Americans increasingly look to the water for recreation and relaxation. This 
year, approximately one-quarter of us will enjoy boating in one or more of its 
many and varied forms. Therefore, it is important that all those involved in 
recreational boating observe proper safety practices, know and obey rules of 
safe boating, and show courtesy and consideration on the water. 

In addition, all boaters should wear personal flotation devices while on the 
water. According to the United States Coast Guard, seventy-five percent of 
those who died in boating accidents last year might have been saved had they 
worn these devices. 

The theme of this year’s National Safe Boating Week emphasizes the dangers 
of combining alcohol consumption with operating a boat. The use of alcohol 
and other intoxicating substances is a major factor in boating accidents and 
fatalities. Boat operators who drink often cannot react promptly to hazards 
and thereby endanger not only themselves but also others on the water. The 
use of even small amounts of alcohol can significantly impair an operator's 
judgment and boat-handling skills. This is particularly true as fatigue caused 
by sun. glare, noise, wind, and boat motion intensifies the effects of alcohol. 
Through the observance of National Safe Boating Week, 1985, all Americans 
should be alerted to these dangers. 

In recognition of the need for boating safety, the Congress, by joint resolution 
approved June 4. 1958, as amended (36 U.S.C. 161). authorized and requested 
the President to proclaim annually the week commencing on the first Sunday 
in June as National Safe Boating Week. 

NOW. THEREFORE. I. RONALD REAGAN. President of the United States of 
America, do hereby proclaim the week beginning |une 2, 1985, as National 
Safe Boating Week. I invite the Governors of the States. Puerto Rico, the 
Northern Mariana Islands, the Virgin Islands. Guam, and American Samoa, 
and the Mayor of the District of Columbia to provide for the observance of this 
week. 

IN WITNESS WHEREOF. I have hereunto set my hand this twentieth day of 
February, in the year of our Lord nineteen hundred and eighty-five, and of the 
Independence of the United States of America the two hundred and ninth. 


If* Doc 85-4511 
Fil»d 2 -20-85. J:J 8 pm | 
Mluig code 3195-01-M 
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DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 910 

[Lemon Regulation 5041 

Lemons Grown In California and 
Arizona; Limitation of Handling 

agency: Agricultural Marketing Service. 

USDA. 

action: Final rule. 

summary: This regulation establishes 
the quantity of fresh California-Arizona 
lemons that may be shipped to market at 
280,000 cartons during the period 
February 24-March 2, 1985. Such action 
is needed to provide for orderly 
marketing of fresh lemons for the period 
due to the marketing situation 
confronting the lemon industry. 
oates: Effective for the period February 
24-March 2, 1985. 

FOR FURTHER INFORMATION CONTACT. 
William J. Doyle. Chief. Fruit Branch, 
f AV. AMS. USDA. Washington. D.C. 
20250. telephone 202-447-5975. 
SUPPLEMENTARY INFORMATION: This 
final rule has been reviewed under 
Secretary's Memorandum 1512-1 and 
Executive Order 12291. and has been 
designated a “non-major" rule. William 
T Manley. Deputy Administrator, 
Agricultural Marketing Service, has 
certified that this action will not have a 
significant economic impact on a 
substantial number of small entities. 

This final rule is issued under 
Marketing Order No. 910 as amended (7 
U K Part 910) regulating the handling of 
J^nons grown in California and Arizona. 
Tiu- order is effective under the 
Agricultural Marketing Agreement Act 
of 1937. as amended (7 U.S.C. 6G1-874J. 
The action is based upon 
:, nt mend aliens and information 
submitted by the Lemon Administrative 


Committee and upon other available 
information, ft is found that this action 
will tend to effectuate the declared 
policy of the acL 

This action is consistent with the 
marketing policy currently in effect. The 
committee met publicly on February 19. 
1985, at Los Angeles. California, to 
consider the current and prospective 
conditions of supply and demand and 
recommended a quantity of lemons 
deemed advisable to be handled during 
the specified week. The committee 
reports that lemon demand is good on 
mid sizes and easier on the larger and 
smaller sizes of fruit. 

It is further found that it is 
impracticable and contrary to the public 
interest to give preliminary notice, 
engage in public rulemaking, and 
postpone the effective date until 30 days 
after publication in the Federal Register 
(5 U.S.C. 553). because of insufficient 
time between the date when information 
became available upon which this 
regulation is based and the effective 
date necessary to effectuate the 
declared purposes of the act. Interested 
persons were given an opportunity to 
submit information and views on the 
regulation at an open meeting. It is 
necessary to effectuate the declared 
purposes of the act to make these 
regulatory provisions effective as 
specified, and handlers have been 
apprised of such provisions and the 
effective time. 

List of Subjects in 7 CFR Part 910: 

Marketing agreements and orders. 
California. Arizona. Lemons. 

PART 910—(AMENDED) 

Section 910.804 is added as follows: 

S 910.804 Lemon Regulation 504. 

The quantity of lemons grown in 
California and Arizona which may be 
handled during the period February 24, 
1985. through March 2.1985, is 
established at 260.000 cartons. 

(Secs. 1-19. 48 Stat 31. aa amended, 7 U S C 
801-674) 

Dated: February 20,1985- 

Thomas K. Clark. 

Deputy Director. Fruit und Vegetable 
Division. Agricultural Marketing Service. 

|FR Doc 85-4560 Filed 2-21-85.8:45 am| 

8‘LLIMG COOc M 


Farmers Home Administration 
7 CFR Parts 1823, 1924, and 1942 

Community Facility Loans 

AGENCY: Farmers Home Administration. 
USDA. 

action: Final rule. 

summary: The Farmers Home 
Administration (FmliA) amends its 
Community Facility Loan regulations. 
This action is in response to general 
public and FmHA staff requests for 
clarification of the Community Facility 
Loan regulations. The intended effect is 
to provide more comprehensive 
guidunce to applicants in obtaining 
FmHA financial assistance for water 
and waste disposal systems and 
essential community facilities. 

EFFECTIVE oate: February 22,1985. 

FOR FURTHER INFORMATION CONTACT: 
Wallis B. McArthur, Loan Specialist. 
Water and Waste Disposal Division or 
Cary Morgan. Civil Engineer. Program 
Support Staff. Room 8322-S, Farmers 
Home Administration, Washington, DC 
20250, telephone (202) 362-9583^ 
SUPPLEMENTARY INFORMATION: This 
final action has been reviewed under 
Departmental Regulation 1512-1 which 
implements Executive Order 12291, and 
has been determined to be a non-major 
action. This action will result in an 
annual effect on the economy of less 
than $100 million and will neither result 
in a major increase in cost or prices, nor 
adversely affect competition, 
employment, investment, productivity, 
innovation, or the ability of United 
States-based enterprises to compete 
with foreign-based enterprises in 
domestic or export markets. This action 
adopts existing administrative poticies 
and is not expected substantially to 
affect budget outlay, to affect more than 
one agency, or to be controversial. It is 
anticipated that this action will not 
significantly impact Federal work-years 
or program costs. Facility planning, 
procurement and construction will 
continue to be reviewed by FmHA for 
compliance with applicable regulations. 
Additional efforts to administer the final 
changes are expected to be minimal. 
Increased program costs are. therefore, 
not anticipated. The net result is 
expected to be a more efficient use of 
financial and natural resources. 
Sensitive lands will be protected. 
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thereby discouraging flood plain 
development which will reduce potential 
flood damage. This will result in future 
savings of money, facilities, and lives. 
This amendment revises the planning, 
bidding, contracting, and constructing 
regulations for Community Facilities. 
These amendments implement the 
certain provisions of 7 CFR Part 3015, 
Uniform Federal Assistance Regulations 
and OMB Circular A-102, Attachment 
O. which establishes standards 
governing State and local grantee 
procurement. Affirmative steps to assure 
utilization of small and minority firms, 
women's business enterprises and labor 
surplus areas are expanded. 

Procurement methods are expanded to 
include small purchase procedures, 
competitive sealed bids, competitive 
negotiation, and noncompetitive 
negotiation. Reference to FmHA 
Environmental Program is incorporated 
and statements on flood plains and 
wetlands, coastal zone management, 
wild and scenic rivers, and endangered 
species are included. Provisions have 
been added to implement Executive 
Order 12185. "Conservation of 
Petroleum and Natural Gas/' Facility 
designs should consider energy saving 
devices. 

This Rule includes water conservation 
provisions for water supply and 
treatment. Owners are encouraged, 
when economically feasible, to 
incorporate water conservation 
measures into a facility's design. Water 
system losses must be minimized and 
water meters must be used where 
appropriate. All FmHA funded facilities 
must be designed and constructed 
according to sound architectural and 
engineering practices. Section 1942.18 is 
revised and some paragraphs are 
rewritten to improve clarity. Section 
1942.19(h)(ii) has been revised to 
provide that loan funds obligated in 
different fiscal years must have separate 
debt instruments. 

This subpart has been amended to 
incorporate provisions of FmHA 
Environmental Program. Subpart G of 
Part 1940 of this chapter and Suspension 
and Debarment Proceedings, Subpart E 
of Part 1924 of this chapter. Subpart A, 

5§ 1942.1 through 1942.20 are printed in 
their entity to aid the reader. Cross 
reference to Subpart A contained in 
Subparts G. H and 1 of Part 1942 and 
Subpart E of Part 1942 are amended to 
correspond with numbering changes 
contained in rule change to Subpart A of 
Part 1942 of this chapter. 

Charles W. Shuman, Administrator, 
has determined that this action will not 
have a significant economic impact on a 
substantia] number of small entities 


because these changes will provide 
more comprehensive guidance to 
applicants and make certain paragraphs 
consistent with other related actions. 

This document has been reviewed in 
accordance with 7 CFR Part 1940. 
Subpart G. "Environmental Program/* It 
is the determination of FmHA that the 
proposed action does not constitute a 
major Federal action significantly 
affecting the quality of the human 
environment and in accordance with the 
National Environmental Policy Act of 
19G9, Pub. L. 92-190. an Environmental 
Impact Statement is not required. 

The FmHA programs and projects 
which are affected by this regulation are 
subject to State and local clearinghouse 
review in the manner delineated in Part 
1901 Subpart H of this chapter. 

CFDA No. 10.418 Water and Waste 
Disposal Systems for Rural 
Communities. 

CFDA No. 10.423 Community 
Facility Loans. 

A Proposed Rule to amend the 
regulations for the administration of 
Community Facility loans was published 
in the Federal Register for comment on 
December 5,1983. (48 FR 54485). The 
major changes proposed were: (1) 
Provide more comprehensive guidance 
to applicants; (2) make certain 
paragraphs consistent with other related 
sections; (3) provide a means of public 
participation on FmHA financed 
projects; (4) provide direction to FmHA 
State and District Office personnel to 
ensure uniform implementation of 
antidiscrimination policies; (5J provide 
direction for servicing and maintaining 
insurance for projects in operation; and 
(6) redefine policies on procurement, 
environmental considerations, resource, 
water, and energy conservation. 

Thirty-nine comments were received 
in response to the publication. Most 
respondents addressed multiple issues. 
Nine of the comments were from FmHA 
employees, two from State agencies, 
nine from private individuals and 
nineteen from organizations and public 
interest groups. 

Discussion of Comments 

1. Preamble —One commenter was 
confused about the reference to 
community program loan and grant 
making. We removed the reference to 
grants. 

2. Section 1942.1(a )—Three comments 
were received. Two comments 
supported requirements for handicapped 
anti-discrimination practices. The third 
commenter suggested that FmHA should 
specifically support officially adopted 
State policies for physical and economic 
development. The latter suggestion was 
not accepted because the regulations 


already specifically support State 
strategy for rural development, which 
would include such physical and 
economic development policies. 

3. Section 1942.2(e)— One commenter 
suggested we furnish copies of 
referenced public law and other 
documents to each FmHA office. The 
reference in question (Pub. L 95-334) is 
a part of the Consolidated Farm and 
Rural Development Act, (CONACT) as 
amended. We added a reference to the 
CONACT. 

4. Section 19423(d)(6)—One 
commenter questioned the need to send 
a copy of Form FmHA 442-14 to the 
Finance Office. We deleted this 
requirement. 

5. Section 1942.5(d)(7 )—Fi ve 
commenters suggested that the interest 
rate for a loan be the rate prevailing at 
either loan approval or loan closing, 
whichever is less. This suggestion could 
create problems when a FmHA grant is 
involved and if the interest rate changes 
from the time the grant was calculated, 
the amount of FmHA grant funds and 
loan funds could change. In addition, 
other problems would occur with bond 
issues and referendums due to 
fluctuations In loan amounts. We did not 
adopt this suggested change. 

6. Section 1942.9(b) —One commenter 
suggested clarification of this section. 
We changed it to require National Office 
concurrence if a single contract is 
negotiated for more than $100,000. 

7. Section 1942.17(d)( 1 )—Eigh t 
comments concerned eligible loan 
purposes. In response, we made two 
changes. One added natural gas 
distribution systems as an essential 
Community Facility and the other 
change clarified when the payment of 
tap fees and other utility connection 
charges can be considered as eligible 
loan purposes. Several commenters 
misunderstood the proposed rule 
language on tap fees and connection 
charges. We clarified the section so that 
tap fees and connection charges arc 
eligible loan purposes when a system 
must pay such charges to purchase bulk 
services. Individual tap fees and 
connection charges are not considered 
as an eligible loan purpose. 

One commenter suggested we Include 
installation of water meters as an 
"essential community facility." The 
suggestion was not accepted. However, 
water meters are considered an element 
of "Water and Waste Disposal 
Facilities" and are therefore an eligible 
loan purpose. 

8. Section 1942.17(e) —Two comments 
concerned facilities for public use. One 
change adopted clarifies that inequities 
within the proposed project's service 
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area are to be remedied by the owner, 
on or before completion of the project 
that includes FmHA funding. Other 
commenters suggested that stronger 
language be incorporated which would 
promote service to low income users or 
other areas which may be subject to 
discrimination. Some commenters 
suggested that inequities be corrected in 
either wuter or waste disposal services 
as a condition of FmHA assistance. In 
other parts of this regulation, references 
made to discrimination issues and 
providing services to rural users are 
adequate. Correcting inequities in water 
or w aste disposal facilities may be 
hampered by restrictions on the use of 
funds by State statutes or bond 
ordinances. 

9. Section 194ZlT(f)(7f—Two 
commenters suggested flexibility in the 
maximum loan term where an FmHA 
grant is involved. The forty-year loan 
term and the FmHA grant have the 
purpose of reducing the user cost to a 
reasonable level. Any decrease in the 
loan term not only increases the amount 
of grant funds needed but also may 
increase the user rate. Since this would 
defeat the purpose of the long term loan 
and increase need for grant funds, we 
made no change. 

10 Section 1942.17(h}(ii}—F\vt 
comments concerned potential user cash 
contributions. We revised the paragraph 
in response to one comment. Where 
State statutes or ordinances require 
mandatory^ use of the system and the 
applicant or legal entity having such 
authority agrees in writing to enforce 
*uch statutes or ordinances, an 
exception can be made to the 
requirement of a user cash contribution. 

hour commenters suggested that 
miMningful user cash contributions be 
automatically waived for users in areas 
with community median incomes below 
80 percent of the State non-metropolitan 
median household income. This 
suggestion has not been adopted since 
this regulation allows an exception for a 
meaningful user cash contribution where 
hmHA determines that the potential 
users os a whole in the applicant s 
service area cannot make such a 
contribution. 

11 Station 1942.17lj} —(Paragraphs 
(j!(l) through (j)(8))—Four comments 
concerned the “General Requirements 0 
in these paragraphs. A commenter on 
Fidelity Bonds was confused as to 
whether the bond covered only cash on 
hund, or cash and funds in a bank 
account or all funds (even savings or 
restricted fund accounts). Fidelity Bonds 
must provide coverage for all persons 
entrusted with the receipt and 
disbursement of all funds and the 
custody of valuable property. The 


method of which funds or property are 
held, is not an issue. 

Requirements for monitoring 
insurance coverage and fidelity bonds 
have been revised to provide that FmHA 
is not responsible for continuous 
monitoring of insurance coverage. 

Requirements for obtaining title 
insurance when General Obligation 
Bonds or assessment bonds serve as 
FmHA security, were reviewed at the 
request of one commenter. We feel that 
under the FmHA’s responsibility to 
rovide supervised credit, the 
orrower’s interest in this area needs to 
be protected even though FmHA’s 
security position is well protected. 

12. Section 1942,17(j](9 }—Seven 
comments concerned the public 
information requirement. Four 
commenters endorsed the concept of 
public participation and urged that this 
section be retained in the Final Rule. 

One commenter's suggestion, which we 
adopted, is that a public hearing is not 
required for subsequent loans which are 
needed to complete financing of a 
project. The other commenters 
suggested that this requirement be 
strengthened to provide that certain 
topics be discussed at the meeting; 
however, we feel it is the applicant’s 
responsibility to develop the agenda 
that will address critical project issues, 
which include but are not limited to: 
user rates, short and long term impacts, 
economically efficient designs, 
operation and maintenance, and 
financing costs. 

13. Section 1942.17(j)(10)—T\\tee of 
four commenters suggested that FmHA 
adopt a policy supporting service 
through individual installations. We feel 
that this technology may be applicable 
in certain cases: however, it should be 
considered along with all other designs 
in determining the design which best 
meets the users needs. The other 
commenters requested that the section 
be expanded to specify methods for 
denying service. We believe that this is 
unnecessary and that each individual 
project should be reviewed on its own 
merits. 

14. Section 1942.17(j)(ll) —One 
commenter pointed out that problems 
occur when one funding agency will not 
commit their funds until a second 
funding agency has done so and as a 
result, projects are being rejected 
although eligible under both agencies’ 
rules. We realize that this does place a 
burden on the applicant to effectively 
communicate with funding agencies to 
obtain timely commitments of funds. We 
believe that the appropriate time will 
vary from project to project and also 
depends on the agencies’ priorities and 


availability of funds. Therefore, we 
made no change. 

15. Section 1942.17(n) —One 
commenter requested clarification as to 
whether current regulations should be 
used for grant recalculations. We huve 
revised this paragraph to provide that 
any change in the FmHA funds will be 
based on revised project costs and the 
current number of users. However, other 
factors including FmHA regulations 
used at the time of loan/grant approval 
will remain the same. 

Four commenters felt this provision 
would discourage participation from 
other funding agencies and eliminate 
joint financing of projects. The intent of 
this section is to adjust project funds 
from all sources after project costs ure 
known, for example after bids have 
been opened. Any reduction of funds at 
this point should tailor funding needs to 
the project without adversely affecting 
funding from other sources. 

18. Section 1942.18(d)— Four 
commenters addressed the topic “Design 
Policies/* One commenter felt the 
Agency ignored life cycle costs and 
recommended that it be stated as an 
Agency policy. However, the regulations 
provide that the design of FmHA- 
finonced facilities should be in 
accordance with sound architectural 
and engineering practices. FmHA 
recognizes life-cycle costs as an element 
of sound architectural and engineering 
design practices. 

Another commenter felt our 
requirements for pipe specifications 
would produce controversy since the 
of operating pressure for surge 
allowance on ASTM specified pipe has 
been eliminated. Wc believe pipe should 
be designed to withstand the demands 
of the system surge pressures. This is a 
component of engineering design and 
should not be a matter of arbitrary 
limitations. 

One commenter suggested that water 
system testing provisions be amended to 
provide test pressures at iVfe times 
working pressure or 150 PSI, whichever 
is greater. This paragraph was changed 
to provide a similar requirement which 
refers to the rated pressure of the pipe 
rather thon 150 PSI. 

17. Section 1942.18 (e)(lf— One 
commenter suggested that the 
requirement for the Office of the 
General Counsel review be eliminated 
on negotiated construction contracts 
under $10,000 where the contract 
amount is insignificant in the overall 
project. FmHA construction contract 
document guides are intended to 
provide borrowers with time tested 
methods of procurement of construction 








7294 


Federal Register / Vol. 50, No, 36 / Friday, February 22, 1985 / Rules and Regulations 


services. We see no need to make an 
exception to this policy. 

18. Section 1942.18 (f)—One 
commenter suggested that National 
Office approval of utility purchase 
contracts is not necessary where 
suitable alternative supplies are 
required This paragraph is clarified to 
provide that National Office approval 
will be required only if a suitable 
alternative supply cannot be arranged 
within the repayment ability of the 
FmHA borrower. 

19. Section 1942.18(h) —Seven 
comments were received all related to 
discouraging borrowers from performing 
construction with their own forces. We 
agree that contracting for construction 
services with a general contractor is the 
preferred method to accomplish 
construction. However, we wish to 
retain flexibility to allow limited 
borrower construction in iustifiable 
situations. We have clarified this point 
by adding language which will 
encourage owners to accomplish 
construction through contracts with 
others. 

20. Section 1942.18 (j)(2) —Four 
comment era provided remarks on FmHA 
"Maximum Open and Free Competition" 
policy. One commenter supported our 
position; another was concerned about 
irrational claims from material and 
equipment suppliers and manufacturers. 
One saw this as an attempt by FmHA to 
impose its judgment on owners and their 
consultants. Another commenter felt 
FmHA was singling out pipe material to 
bear the burden of this provision. This 
provision adopts recommendations of a 
National Academy of Science study and 
is structured around the provisions of 
OMB Circular A-1Q2. Attachment O. 

The intent of this paragraph is to 
provide competition which will ensure 
that the owner is obtaining the best 
price available for a design that will 
provide service to rural users in an 
economically efficient manner. This 
paragraph is not restricted only to pipe 
material but also applies to all materials 
and services. One point was clarified to 
allow the owner and its consultants to 
specify a singular material where 
conditions justify. 

21. Section 194218 (/)($)—Two 
commenters addressed provisions 
relating to small minority, and women's 
businesses. This paragraph is not 
intended to establish Minority Business 
Enterprise requirements. The intent is to 
provide contracting opportunities to 
stimulate these private sector 
businesses. 

22. Section 1941.18 (j)(6)— Three 
commenters expressed concern about an 
applicant's ability to perform price or 
cost analyses on architectural and 


engineering services. Another 
commenter was concerned about 
restrictions on contracts using percent of 
construction to determine a fee. We 
agree and have removed these 
requirements. 

23. Section 1942.18(j)( 7}— One 
commenter felt that this paragraph was 
misleading and that it prohibited the 
engineer from providing testing services 
during construction. This paragraph 
pertains to construction related work. 
The example the commenter used is 
closely related to professional services 
which are not covered by this 
paragraph. 

24. Section 194218(h) —Eleven 
commenters expressed concern about 
the language in the provision for 
competitive negotiation which 
referenced architectural and engineering 
(A&E) services. Specific references to 
A&E services has been deleted. Two 
commenters were concerned about the 
improper use of noncompetitive 
procedures. The regulations have been 
clarified to provide that competitive 
sealed bids is the preferred procurement 
method for construction contracts. 
Sufficient reasons must exist for using 
any other procurement method. 

One commenter noted that the 
proposed rule omits the phrase "Life- 
Cycle Costa." We have opted not to use 
this term at this point in the 
development of a project. This is an 
issue which is more suitably addressed 
during the design of a project and as we 
stated in paragraph 10 above, this is an 
element of sound architectural and 
engineering practices. 

25. Section 194218(1)— One 
commenter recommended that for 
design/build projects, final plans should 
be required prior to start of construction. 
This has been adopted. Another 
commenter suggested the requirement 
be included for evaluation based on 
quality and the life-cycle cost analysis. 
Referring back to paragraphs 16 and 24 
above, these items are considered as 
part of the design evaluation as a 
standard practice and need not be 
specified further. 

26. Section 1942.18(m)(3) —Six 
commenters felt that an engineer or 
architect cannot determine that a 
contractor has fully "complied with the 
Plans and Specifications." This has been 
changed to provide for a certification of 
substantial compliance. 

27. Section 194218(n)(l)—One 
commenter pointed out that California 
rarely allows liquidated damages and 
suggested the use of actual damages 
with a penalty. We believe the language 
allows sufficient latitude for departure 
where conditions warrant. 


28. Section 194218(n)(9)—Three 
commenters expressed dismay on the 
paragraph relatiiyt to the DavisBacon 
Act 11118 paragraph only applies in very 
limited instances and is not a 
requirement under Community Facility 
loans. To avoid further confusion, this 
paragraph has been deleted. FmHA's 
policy on the Davis-Bacon Act can be 
found in 7 CFR Part 1901, Subpart D. 

29. Section 194218(n)(12)— Seven 
commenters pointed out Jhat the 
retainage provision conflicts with 
several State laws. The purpose of this 
paragraph is to clarify FmHA's position 
on retainage. We will continue to work 
with State agencies to arrive at a 
procedure which will allow both State 
and Federal regulations to be met. 

Several commenters suggested the use 
of an escrow account for the retainage 
We believe this adds confusion to the 
construction process and does not afford 
the owner the full measure of protection 
that retainage provides. 

30. Section 1942.18(o) —One 
commenter suggested that the 
inspector's daily records should include 
both a daily diary and a daily inspection 
report This has been adopted. Another 
commenter felt the inspector should 
determine that the contractor has 
complied with labor standards 
provisions of the construction contract 
when they exist. We fell that this is a 
contractor's responsibility and cannot 
be shifted to the owner through the 
inspector. Another commenter suggested 
that FmHA's prior approval on change 
orders which are less than 5 percent of 
construction cost not be required. 
Contract change orders may affect other 
items besides cost which may have a 
significant impact on a project. Even a 
change order of small dollar value can 
have a significant impact on owners 
with very limited financial resources. 
This recommendation was not adopted. 

31. Some comments are general One 
commenter suggested specific reference 
to Executive Orders 12372 and 12416. 
"Intergovernmental Review of Federal 
Programs." Current legislation for this 
FmHA program refers specifically to 
now obsolete OMB Circular A-95. We 
expect this to be corrected in the near 
future. One commenter suggested that 
any project extension be in compliance 
with current environmental regulations- 
This subject is addressed in Supart G of 
Part 1940 of this chapter. 

The following additional changes 
were made for clarity and 
comprehension: 

1 . Section 194217fd)(l)(i)(BH8)—7o 
improve clarity, language was added to 
this paragraph to emphasize that funds 
may not be used in connection with 







Federal Register / Vol. 50, No. 36 / Friday, February 22, 1985 / Rules and Regulations 


7295 


industrial parks to finance on-site utility 
systems or business and industrial 

buildings. 

2- Section I942.17(e)(4 }—Language 
was added to specify that the State 
Director is to determine whether user 
rate schedules for portions of existing 
systems were developed under different 
financing, rates, terms, or conditions. 

3. Section 1942.17(e)(3)(i)—A cross 
reference to the eligibility provisions of 
utility-type facilities was added. 

4 Section 1942.J8(k)(2)(vh-lhi% 
paragraph was reworded to 
acknowledge that any or all bids may be 
rejected by the owner. 

5. Section 19421S(o)(2)(iii)(B /— 
Favorable developments to be reported 
has been expanded to include cost 
underruns or lower unit cost than 


originally planned and events which 
may result in less FmHA assistance. 

List of Subjects 

7 CFR Parts 1023 and 1924 
Loan programs—agriculture. 

7 CFR Part 1942 

Community development, community 
facilities, loan programs—housing and 
community development, loan security, 
rural areas, waste treatment and 
disposal, domestic, water supply. 

Therefore. FmHA amends Subparts B 
and H of Part 1823. Subpart E of Part 
1924 and Subparts A. G. H. and 1 of Part 
1942, Chapter XVIII, Title 7, Code of 
Federal Regulations os follows: 


PART 1823—ASSOCIATION LOANS 
AND GRANTS—COMMUNITY 
FACILITIES, DEVELOPMENT, 
CONSERVATION. UTILIZATION 

Subpart B—Association Loans for 
Shlft-ln-Land-Use Projects 

1. { 1823.55 is amended by revising 
paragraph (o) to read as follows: 

5 1823.55 Pasturs and grazing 
associations. 

• • • • a 

(o) Dockets, Dockets will include 
items shown below and any additional 
material, information, or documents 
found necessary or desirable by the 
State Director. 
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Subpart H—Association Loans for Irrigation and Drainage and Other Soil and Water Conservation Measures 

2. Section 1823.234 is revised to read as follows: 
f 1823.234 Loan processing. 

Applications will be processed in accordance with this subpart. Dockets will include items shown below and any 
additional material, information, or dockets found necessary or desirable by the State Director. 
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PART 1924 —CONSTRUCTION AND 
REPAIR 

Subpart E—Suspension and 
Debarment Proceedings 

3. In § 1924.216, paragraph (a)(2) is 
revised to read as follows: 

5 1924.216 Procedure for debarment and 
suspension. 

(a) ### 

(2) Debarment proceedings may not 
commence and notice of proposed 
debarment many not be issued without 
the concurrence of OGC. In addition, 
debarment proceedings involving loans 
or grants under Subparts A and H of 
Part 1942 and Subparts A and E of Part 
1980 of this chapter will be reviewed 
and concurred in the FmHA 
Administrator before notice is given 
under this subpart. 

• • • • • 

PART 1942 —ASSOCIATIONS 

4. Subpart A of Part 1942 is revised to 
read as follows: 

Subpart A—Community Facility Loans 

S»*c. 

1942.1 General. 

1942.2 Processing applications 

1942.3 Preparation of appraisal reports. 

1942.4 Borrower contracts. 

1942.5 Application review and approval. 

1942.6 Preparation for loan closing. 

19427 Loan closing. 

19424 Actions subsequent to loan closing. 
1942.9 Planning, bidding, contracting, and 
constructing. 

1M210-1942.11 [Reserved | 

194212 Loan cancellation. 

194213 Loan servicing. 

1942.14 Subsequent toans. 

1942.15 Delegation and redelegation of 
authority. 

194216 State supplements and guides. 


Sec. 

1942.17 Community Facilities. 

194218 Community Facilities—Planning. 
Bidding. Contracting. Constructing. 

1942.19 Information pertaining to 
preparation of notes or bonds and bond 
transcript documents for public body 
applicants. 

1942.20 Community Facility Guides. 

1942.21-194249 (Reserved! 

1942.50 OMB Control Number. 


Subpart A— Community Facility Loans 
{ 1942.1 General. 

(a) This subpart outlines the policies 

and procedures for making and 
processing insured loans for community 
facilities. The Farmers Home 
Administration (FmHA) shall cooperate 
fully with State and local agencies in 
making loans to assure maximum 
support to the State strategy for rural 
development FmHA State Directors and 
their staffs shall maintain coordination 
and liaison with State agency and 
substate planning districts. Funds 
allocated for use under this subpart are 
also for the use of Indian tribes within 
the State, regardless of whether State 
development strategies include Indian 
reservations within the State's 
boundaries. Indians residing on such 
reservations must have equal 
opportunity to participate in the benefits 
of these programs as compared with 
other residents of the State. Federal 
statutes provide for extending FmHA 
Financial programs without regard to 
race, color, religion, sex. national origin, 
marital status, age. or physical/mental 
handicap. The participants must possess 
the capacity to enter into legal contracts 
under State and local statutes. • 

(b) Indian tribes on Federal and State 
reservations and other Federally 
recognized Indian tribes are eligible to 
apply for and are encouraged to 
participate in this program. Such tribes 
might not be subject to State and local 
lows or jurisdiction. However, any 
requirements of this subpart that affect 


applicant eligibility, the adequacy of 
FmllA’s security or the adequacy of 
service to users of the facility and all 
other requirements of this subpart must 
be met. 

(c) The County Office will normally be 
the entry point for preapplications and 
serve as a local contact point. However, 
applications will be filed with the 
District Office and loans will be 
processed to the maximum extent 
possible by the District Office staff. The 
applicant’s governing body should 
designate one person to coordinate the 
activities of its engineer, architect, 
attorney, and any other professional 
employees and to act as contact person 
during loan processing. FmHA personnel 
should make every effort to involve the 
applicant's contact person when 
meeting with the applicant's 
professional consultants and/or agents. 
The State Office stafT will monitor 
community programs loan making and 
servicing, and will provide assistance to 
District Office personnel to the extent 
necessary k> assure that the activities 
are being accomplished in an orderly 
manner consistent with FmHA 
regulations. The District Director will 
supply information on community 
program loan activity within the County 
Office service area to the County 
Supervisor at key points throughout the 
loan making process as described 
herein. 

} 1942.2 Processing applications 

(a) Preapplications. (1) The County 
Office may handle initial inquiries and 
provide basic information about the 
program. They are to provide the 
preapplication. Form AD-621. 
"Preapplication for Federal Assistance 
The County Supervisor will assist 
applicants as needed in completing 
Form AD-621, and in filing written 
notice of intent and request for priority 
recommendation with the appropriate 
clearinghouse (except Federally 
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recognized Indian tribes which will be 
dealt with in accordance with $ 1901.552 
(c) of Subpart H of Part 1901 of this 
Chapter). The County Supervisor will 
inform the applicant that it may be 
necessary to apply for credit from 
commercial sources. It will be explained 
that if credit for the project is available 
from commercial sources at reasonable 
rates and terms the applicant is not 
eligible for FmHA financing. 
Preapplications filed in the County 
Office will be forwarded immediately to 
the District Office. The applicant will be 
informed that further processing will be 
handled by the District Office. An 
information folder will be established 
and maintained by the County Office 
once a preapplication is received. In the 
event the preapplication is filed in the 
District Office, the District Director may 
assist the applicant in completing the 
preapplication requirements. The 
District Director will meet with the 
applicant whenever appropriate, to 
discuss FraHA preapplication 
processing. The appropriate information 
to set up the County Office information 
file will be sent to the County 
Supervisor by the District Director. 
Guidance and assistance will be 
provided by the State Director, as 
needed, for orderly application 
processing. The District Director will 
determine that the preapplication is 
properly completed and fully review it. 
The District Director will then forward 
to the State Director 

(1) Eligibility determination and 
recommendations. 

(ii) One copy of Form AD-821. 

(iii) State intergovernmental review 
comments and recommendations 
(clearinghouse comments). 

(iv) Priority recommendations. 

(2) The State Director will review 
each Form AD-821 along with other 
information that is deemed necessary to 
determine whether financing from 
commercial sources at reasonable rates 
and terms is available. If credit 
elsewhere is indicated, the State 
Director will instruct the District 
Director to so inform the applicant and 
recommend the applicant apply to 
commercial sources for financing. 

Projects may be funded jointly with 
other lenders provided the requirements 

.5 1942.17 (g) of this subpart are met. 
Joint financing occurs when two or more 
lenders make separate loans to supply 
the funds required by one applicant for a 
Project. 

1*1 In order to provide a basis for 
referral of preapplications of only those 
applicants who may be able to finance 
projects through commercial sources, 
btiile Directors should maintain liaison 
representatives of banks. 


investment bankers, financial advisors, 
and other lender representatives in the 
State. State Directors with their 
assistance, should maintain criteria for 
determining preapplications which 
should be referred to commercial 
lenders. A list of lender representatives 
interested in receiving such referrals 
should be maintained 

(ii) The State Director shall maintain a 
working relationship with the State A- 
95 or other appropriate State agency and 
give full consideration to their comments 
when selecting preapplications to be 
processed. 

(iii) The State Director will review the 
District Director's eligibility 
determination and recommendations in 
sufficient time for the District Director's 
use in preparing and issuing Form AD- 
622, "Notice of Preapplication Review 
Action." 

(iv) Form AD-622 will be prepared by 
the District Director within forty-five 
(45) calendar days from receipt of the 
preapplication by FmHA. stating the 
results of the review action. The original 
will be signed and delivered to the 
applicant, a copy to the County 
Supervisor, and a copy to the State 
Director. 

(3) For preapplications eligible for 
FmHA funding which have the 
necessary priority to compete with 
similar preapplications, FmHA will 

(i) Complete Form FmHA 1940-22, 
"Environmental Checklist for 
Categorical Exclusions." for projects 
excluded from environmental 
assessments under Subpart C of Part 
1940 of this chapter prior to issuing Form 
AD-622 requesting an application; or 

(ii) Issue an initial Form AD-622 for 
projects required to have environmental 
assessments under Subpart C of Part 
1940 of this chapter containing the 
following statement: 

You are advised against taking any actions 
or incurring any obligations which would 
either limit the range of alternatives to be 
considered or which would have an adverse 
effect on the environment. You will be 
notified whether or not to proceed with a full 
application after you have provided the 
following materials to this office, and FmHA 
has completed its review. 

(A) Form FmHA 1940-20. "Request for 
Environmental Information." 

(B) Preliminary engineering or architectural 
report 

(C) Professional services agreement for 
engineering or architectural services. 

(4) The following statement must be 
added to Form AD-622 when notifying 
preapplicants who are eligible, but do 
not have the priority necessary for 
further consideration at this time: 

You are advised against incurring 
oblige tiona which would limit the range of 


alternatives to be considered or which 
cannot be fulfilled without FmHA funds until 
the funds are actually made available. 
Therefore, you should refrain from such 
actions as initiating engineering and legal 
work, taking actions which would have an 
adverse effect on the environment taking 
options on land rights, developing detailed 
plans and specifications, or inviting 
construction bids until notified by Farmers 
Home Administration (FmHA) to proceed 

(5) Preapplicants issued an initial 
Form AD-622 requesting information 
referenced in 8 1942.2 (a)(3)(U) of this 
subpart will be issued a subsequent 
Form AD-622 upon review of the 
information and completion of an 
environmental assessment. 

Preapplicants will be advised whether 
to proceed with a full application. 

(b) Environmental review. 
Environmental requirements will be 
documented in accordance with Subpart 
G of Part 1940 of this chapter and 
submitted to the State Director. Prior to 
requesting an application, the State 
Director will ensure that the appropriate 
environmental review is completed 

(c) Applications . The District Director 
should assist the applicant in 
application assembly and processing. 

(1) State Directors should have 
applications in process representing 
approximately 150 percent of the current 
State allocation. 

(2) The application docket will include 
Form AD-624. "Application for Federal 
Assistance (for construction programs)," 
and related forms, materials, and 
information. The application will be 
assembled in accordance with Guide 15 
of this subpart or State guides 
developed under 8 1942.16 of this 
subpart. 

(3) When an applicant is notified to 
proceed with an application, the District 
Director should arrange for a conference 
with the applicant to provide copies of 
appropriate appendices and forms; 
furnish guidance necessary for orderly 
application processing: and to initiate a 
processing checklist for establishing a 
time schedule for completing items using 
Form FmHA 442-39. "Processing Check 
List (Other Than Public Bodies)," or 
Form FmHA 442-40, "Processing Check 
List (Public Bodies)." or other checklist 
adopted for use in the State. The District 
Director will confirm decisions made at 
this conference by letter to the applicant 
and by a copy of the processing 
checklist The original and a copy of the 
processing checklist will be retained in 
the District Office and a copy will be 
forwarded to the State Office. The 
original and copy of the checklist 
retained in the District Office will be 
kept current as application processing 
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actions are taken. The copy will be sent 
to the State Office to use in updating its 
copy of this form. The State Office will 
then return the District Office's copy. As 
the application is being processed, and 
the need develops for additional 
conferences, the District Director will 
arrange with the applicant for such 
conference to extend and update the 
processing checklist. 

(d) Review of decision . If at any time 
prior to loan approval it is decided that 
favorable action will not be taken on a 
preapplication or application, the 
District Director will notify the applicant 
in writing of the reasons why the 
request was not favorably considered. 
The notification to the applicant will 
state that a review of this decision by 
FmHA may be requested by the 
applicant under Subpart B of Part 1900 
of this chapter. 

(e) Joint funding. FmHA may finance 
projects jointly with funds from other 
sources, such as. commercial/private 
lenders. Federal agencies. State and 
local Governments, etc. Other 
departments, agencies, and executive 
establishments of the Federal 
Government may participate and 
provide financial and technical 
assistance jointly with FmHA to any 
applicant to whom FmHA is providing 
assistance. The amount of participation 
by the other department, agency, or 
executive establishment shall only be 
limited by its authorities except that any 
limitation on joint participation itself is 
superseded by Section 125 of Pub. L 95- 
334 (Section 347. Consolidated Farm and 
Rural Development Act as amended). 

S 1942.3 Preparation of appraisal reports. 

When the loan approval official 
requires an appraisal. Form FmHA 422- 
10, "Appraisal Report—Water and 
Waste Disposal Systems." may be used 
with appropriate supplements. Form 
FmHA 442-10 may be modified as 
appropriate or other appropriate format 
may be used for facilities other than 
water and waste disposal. Appraisal 
reports prepared for use in connection 
with the purchase of existing essential 
community facilities or when required 
by S 1941.17 (g)(2)(iii)(B)(2), 
(g)(3)(iii)(B)(2). and (j)(4) of this subpart, 
may be prepared by the FmHA 
engineer/architect or, if desired by the 
Slate Director, some other qualified 
appraiser. The loan approval official 
may require an applicant to provide an 
appraisal prepared by an independent 
qualified appraiser, however, the loan 
approval official must determine that 
the appraised value shown in such 
reports reflects the present market 
value. 


} 1942.4 Borrower contracts. 

The State Director will, with 
assistance as necessary by the Office of 
the General Counsel (OGC). concur in 
agreements between borrowers and 
third parties such as contracts for 
professional and technical services and 
contracts for the purchase of water or 
treatment of waste. State Directors ore 
expected lo work closely with 
representatives of engineering and 
erdiitectural societies, bar associations, 
commercial lenders, accountant 
associations, and others in developing 
standard forms of agreements, where 
needed, and other such matters in order 
to expedite application processing, 
minimize referrals to OGC, and resolve 
problems which may arise. 

S 1942.$ Application review and approval 

(a) Procedures for review. Ordinarily 
FmHA staff review will proceed as 
applications are being developed. An 
overall review of the applicant’s 
financial status, including a review of all 
assets and liabilities, will be a part of 
the docket review process by the staff 
and approval officials. The engineering/ 
architect reports and associated data 
are to be reviewed by the FmHA staff 
engineer or architect, as appropriate, as 
soon as available but prior to the 
District Director’s completion of the 
project summary. During the review the 
District Director in all cases will make 
certain that no low income or minority 
community within the service area has 
been omitted or discouraged from 
participating in the proposed project 
The District Director will also determine 
how the service area was defined to 
assure that gerrymandering of specific 
communities or areas has not occurred. 
The findings should be documented in 
the running record. Prior to presenting 
the assembled application to the 
approval official, the assembled 
application ordinarily will be processed 
in the following sequence: 

(1) The District Director will complete 
the project summary including written 
analysis and recommendations using 
either Form FmHA 1942-45, "Project 
Summary—Water and Waste Disposal 
and Other Utility-Type Projects," for 
utility type projects or Form FmHA 442- 
43, "Project Summary—Community 
Facilities (Other than utility-type 
projects)," for all other types of projects. 
The District Director will prepare a draft 
letter of conditions listing all the 
requirements which Ihe applicant must 
agree to meet within a specific time. 

(i) Requirements listed in letters of 
conditions will ordinarily include: 
maximum amount of loan which may be 
considered, term of loan and any 
payment deferment, number of users 


(members) and verification required, 
contributions, rates and charges, interim 
financing, disbursement of funds, 
security requirements, graduation 
requirements, organization, business 
operations, insurance and bonding 
(including applicant/borrower and 
contractor), construction contract 
documents and bidding, accounts, 
records, and audit reports required, 
adoption of Form FmHA 1942-17, "Loan 
Resolution (Public Bodies)," for public 
bodies or Form FmHA 1942-9. "Loon 
Resolution (Security Agreement)." for 
other than public bodies, closing 
instructions, and other requirements. 

(ii) Each letter of conditions will 
contain the following paragraphs: 

This letter establishes conditions which 
must be understood and agreed to by you 
before further consideration may be given to 
the application. Any changes In project cost, 
source of funds, scope of services, or any 
other significant changes in the project or 
applicant must be reported to and approved 
by FmHA by written amendment to this 
letter. Any changes not approved by FmHA 
shall be cause for discontinuing processing of 
the application." 

This letter is not to be considered as loan 
approval or as representation to the 
availability of funds. The docket may be 
completed on the basis of a loan not to 
exceed $ If FmHA makes the loan, the 

interest rate will be that charged by FmHA at 
the time a signed copy of Form FmHA 1940-1 
"Request for Obligation of Funds." is mail'd 
to you." 

Please complete and return the attached 
Form FmHA 442-46, "Letter of Intent to M*vt 
Conditions." if you desire that further 
consideration be given your application 

(iii) District Directors may add the 
following: 

If the conditions set forth in this letter are 

not met within-days from the date 

hereof. FmHA reserves the right to 
discontinue the processing of the application. 

(2) The FmHA staff engineer or 
architect as appropriate, will include a 
written analysis and recommendations 
on Form FmHA 442-43 or Form FmHA 
1942-45. 

(3) The Chief, Community Programs or 
Community and Business Programs will 
review the assembled application and 
include on Form FmHA 442-43 or Form 
FmHA 1942-45 written analysis and 
recommendations, including the 
availability of other credit and other 
eligibility determinations. The draft 
letter of conditions will be reviewed and 
any necessary modifications made. 

(b) Project requiring National Office 
review. Prior National Office review is 
required for certain proposals (See 
Subpart A of Part 1901 of this chapter). 

(1) The District Director should 
assemble applications for the National 
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Office review in the following order 
from top to bottom and forward them to 
the State Director for review and 
re< immedation prior to submission to 
the National Office: 

(i) Transmittal memorandum 
including: 

(A) Recommendation. 

IB) Date of expected obligation. 

(C) Any unusual circumstances. 

(ii) Copies of the following: 

(A) Proposed letter of conditions. 

(B) Applicable State 
Intergovernmental review comments 
(FmHA instruction 1940-J. available in 
any FmHA office). 

(C) Forms FmHA 1942-45 or FmHA 
442-43 (including the required copy of 
Forms FmHA 442-7, "Operating 
Budget/’ and FmHA 442-14, 

“Association Project Fund Analysts”). 

(D) Form FmHA 1942-51, ’’Water and 
Waste Disposal Grant Determination.” if 
applicable. 

(F.) Preliminary architectural or 
engineering report. 

(F) Form FmHA 442-3, ’’Balance 
Sheet.” This form may be supplemented 
to provide further details if desired 

(C) For other essential community 
facility loan applicants whose proposals 
do not meet the assured income or tax 
based security requirements of 1 1942.17 
(g)(2)[iii) and (g](3)(iii) of this subpart, 
an income and expense statement for 
the last five years of operation will be 
submitted if available. 

(H) For other essential community 
facility loans secured under paragraph 
MOHHRG) of this section, submit a 
detailed explanation of the proposed 
security; evidence that the application 
cannot be processed and the loan 
secured under paragraph (b](l)(ii)(G) of 
this section; evidence supporting the 
efforts by the applicant in persuading 
appropriate public bodies to provide the 
proposed facility and services and the 
results, and comments of the Regional 
Attorney concurring in the applicants* 
legal authority to give the proposed 
security. 

01 Financial Feasibility Report when 
required by $ 1942.17 (h)(1). 

(I) Proposed lease agreements, 
management agreements, or other 
agreements when facility management 
will be provided by other than the 
applicant 

(K) Other forms and documents on 
which there are specific questions. 

(L) Environmental impact analysts 
and documentation. 

(2) For applications to be reviewed in 
the State or field, at least those items in 
paragraph (b)(l)(ii) of this section, 
should be available. 

(c ) For all applications. All letters of 
conditions will be addressed to the 


applicant signed by the District Director 
or other FmHA representative 
designated by the State Director, and 
delivered to the applicarft. Upon signing 
the letter of conditions, the District 
Director will send two copies of the 
letter of conditions and two copies of 
Forms FmHA 442-43 or FmHA 1942-45 
to the State Director. A copy of the letter 
of conditions and the appropriate 
project summary will be sent to the 
County Supervisor for information 
purposes. The State Director will 
immediately send one copy of Forms 
Fml !A 442-43 or FmHA 1942-45 
(including the required copy of Forms 
FmHA 442-7 and FmHA 442-14) and a 
copy of the letter of conditions to the 
National Office, Attention: Water and 
Waste Disposal Division or Community 
Facilities Division, as appropriate. The 
District Director, with assistance as 
needed from the State Office, will 
discuss the requirements of the letter of 
conditions with the applicant’s 
representatives and afford them an 
opportunity to execute Form FmHA 442- 
46. 

(1) The letter of conditions should not 
ordinarily be issued unless the State 
Director expects to have adequate funds 
in the State allocation to fund the 
project within the next 12 months based 
on historic allocations or other reliable 
projections. 

(2) If the applicant declines to execute 
Form FmHA 442-46, the District Director 
will immediately notify the State 
Director and provide complete 
information as to the reasons for such 
declination. The District Director will 
provide the County Supervisor with an 
information copy of the report. 

(3) If the applicant executes Form 
FmHA 442-46, the District Director will 
forward two copies of the completed 
Form FmHA 442-14; and the completed 
and executed original, a signed copy 
and an unsigned copy of Form FmHA 
1940-1 to the State Director. 

(d) Loan approval and obligating 
funds. Loans will be approved under this 
subpart and Subpart A of Part 1901 of 
this chapter (available in any FmHA 
office). The loan will be considered 
approved on the date the signed copy of 
Form FmHA 1940-1 is mailed to the 
applicant. The State Director or 
designee may request an obligation of 
funds when available within their State 
allocation and according to the 
following: 

(1) Form FmHA 1940-1, authorizing 
funds to be reserved, may be executed 
by the loan approval official providing 
the applicant has the legal authority to 
contract for a loan and to enter into 
required agreements and has signed 
Form FmHA 1940-1. 


(2) If approval was concurred in by 
the National Office, a copy of the 
concurring memorandum will be 
attached to the original of Form FmHA 
1940-1. 

(3) The State Director or designee will 
request an obligation of loan and/or 
grant funds from the Finance Office 
after signing Form FmHA 1940-1. The 
requesting official will furnish security 
identification as necessary. The 
requesting official will record the date, 
time of request, and their initials on the 
original Form FmHA 1940-1. 

(4) Requests for obligation received by 
the Finance Office before 2:30 p.m. 
Central Time will be processed on the 
date of the request For requests 
received after 2:30 p.m. Central Time, 
there may be instance in which a 
request will be processed on the next 
working day. 

(5) Each working day the Finance 
Office will notify the State Office by 
telephone of aU projects for which funds 
were reserved during the previous 
night's processing cycle. If funds cannot 
be reserved for a project the Finance 
Office will notify the State Office by 
telephone of the reason. The obligation 
date and date the applicant is notified of 
loand and/or grant approval is six 
working days from the date funds are 
reserved in the Finance Office unless an 
exception is granted by the National 
Office. The Finance Office will mail 
Form FmHA 440-57. "Acknowledgement 
of Obligated Funds/Check Request” to 
the State Office confirming the 
reservation of funds with the obligation 
date. 

(6) Immediately after notification by 
the Finance Office that the funds have 
been reserved, the State Director or 
designee will notify, by telephone, the 
Legislative Affairs and Public 
Information Staff In the National Office 
as required by FmHA Instruction 2015-C 
(available in any FmHA State Office). 

(7) Loan approval and applicant 
notification will be accomplished by the 
State Director or designee by mailing to 
the applicant on the obligation date a 
copy of Form FmHA 1940-1 which has 
been previously signed by the applicant 
and loan aproval official. The date the 
applicant is notified is also the date the 
interest rate is established. The State 
Director or designee will record the date 
of applicant notification on the original 
of Form FmHA 1940-1 and include it as 
a permanent part of the District Office 
project file with a copy place in the 
State Office file. The District Director 
will notify the county Supervisor that 
the applicant has been notified of 
approval. 
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$ 1942.6 Preparation for loan closing. 

(a) Obtaining dosing instructions. 
Completed dockets will be reviewed by 
the State Director. The information 
required by OGC will be transmitted to 
OGC with a request for closing 
instructions. Upon receipt of the closing 
instructions from OGC, the State 
Director will forward them along with 
any appropriate instructions to the 
District Director. Upon receipt of closing 
instructions, the District Director will 
discuss with the applicant and its 
architect or engineer, attorney, and 
other appropriate representatives, the 
requirements contained therein and any 
actions necessary to proceed with 
closing. 

(b) Verification of users and other 
funds. (1) In connection with a loan for a 
utility type roject to be secured by a 
pledge of user fees or revenues, the 
District Director will authenticate the 
number of users prior to loan closing or 
the commencement of construction, 
whichever occurs first. Such individual 
will review each signed user agreement 
and check evidence of cash 
contributions. If during the review any 
indication is received that ull signed 
users may not connect to the system, 
there will be such additional 
investigation made as deemed 
necessary to determine the number of 
users who will connect to the system. 
The District Director will record the 
determination in a memorandum to tho 
State Director. 

(2) In all cases the availability and 
amounts of other funds to be used in the 
project will be verified by Fml IA. 

(c) Initial compliance review . An 
initial compliance review should be 
completed under Subpart E of Part 1901 
of this chapter. 

(d) Ordering ban checks. Checks will 
not be ordered until: 

(1) Form FmHA 449-57 has been 
received from the Finance Office; and 

(2) The applicant has complied with 
approval conditions and closing 
instructions, except for those actions 
which are to be completed on the date of 
loan closing or subsequent thereto; and 

(3) The applicant is ready to start 
construction or funds are needed to pay 
interim financing obligations. 

(e) Multiple advances of FmHA funds. 
When FmHA provides loan funds during 
the construction period using interim 
(temporary) instruments described in 

5 1942.19(g) of this subpart, the following 
action will be taken prior to the issuance 
of the permanent Instruments: 

(1) The Finance Office will be notified 
of the anticipated date for retirement of 
the interim instruments and issuance of 
permanent instruments of debt. 


(2) The Finance Office will prepare a 
statement of account including accrued 
interest through the proposed date of 
retirement and also show the daily 
interest accrual. The statement of 
account and the interim financing 
instruments will be forwarded to the 
District Director. 

(3) The District Director will collect 
interest through the actual date of the 
retirement and obtain the permanent 
instrument(s) of debt in exchange for the 
interim financing instruments. Ilie 
permanent instruments and the cash 
collection will be forwarded to the 
Finance Office immediately. In 
developing the permanent instruments, 
the sequence of preference set out in 

5 1942.19(e) of this subpart will be 
followed. 

( 1942.7 Loan dosing. 

Loans will be closed in accordance 
with the closing instructions issued by 
the OGC and § 1942.17(o) of this subpart 
and as soon as possible after receiving 
the check. 

(a) Authority to execute, file , and 
record legal instruments. District Office 
employees are authorized to execute 
and file or record any legal instruments 
necessary to obtain or preserve security 
for loans. This includes, as appropriate, 
mortgages and other lien instruments, as 
well as affidavits, acknowledgments, 
and other certificates. 

(b) Preparation of mortgages. Unless 
otherwise required by State law or 
unless an exception is approved by the 
State Director with advice of the OGC 
only one mortgage will be taken even 
though the indebtedness is to be 
evidenced by more than one Instrument. 

(c) Source of funds for insured loans. 
All loans will be made from the Rural 
Development Insurance Fund (RDIF)- 

(d) Unused funds. Obligated funds 
planned for project development which 
remain after alt authorized costs have 
been provided for will be disposed of in 
accordance with $ 1942.17(p)(6) of this 
subpart. See Subpart D of Part 1951 of 
this chapter as to the method of 
returning loan and grant funds. 

(e) Loan checks. Whenever a loan 
check is received, lo9t. or destroyed, the 
District Director will take appropriate 
actions outlined in FmHA Instruction 
102.1 (available in any FmHA office). 
Checks which cannot be delivered 
within a reasonable amount of time (no 
more than 20 calendar days) will be 
handled in accordance with FmHA 
Instruction 102.1. 

(f) Posting management system 
records. Record on Form FmHA 2033-33. 
“Management System Card— 

Community Programs/’ any actions to 


be completed subsequent to loan 
closing. 

(g) Superv ised bank accounts. 
Supervised bank accounts will be 
handled under Subpart A of Part 1902 of 
this chapter. 

§ 1942.8 Actions subsequent to loan 
closing. 

(a) Mortgages. Real estate or chattel 
mortages or security instruments will be 
delivered to the recording office for 
recordation or filing, as appropriate. A 
copy of such instruments will be 
delivered to the borrower. The original 
instrument, if returnable after recording 
or filing, will be retained in the 
borrower’s case folder. 

(b) Notes. For a loan from the RDH a 
conformed copy of the note will be sent 
to the Finance Office immediately after 
loan closing. 

(c) Multiple advances — bond(s). 
When temporary paper, such as bond 
anticipation notes or interim receipts, is 
used to conform with the multiple 
advance requirement, the original 
temporary paper will be forwarded to 
the Finance Office after each advance is 
made to the borrower. The borrower's 
case number will be entered in the 
upper right-hand comer of such paper 
by the District Office. The permanent 
debt instrument(s) should be forwarded 
to the Finance Office as soon as 
possible after the last advance is made. 

(d) Bond registration record. Form 
FmHA 442-28, “Bond Registration 
Book," may be used as a guide to assist 
borrowers in the preparation of a bond 
registration book in those cases where a 
registration book is required and a book 
is not provided in connection with the 
printing of the bonds. 

(e) Disposition of title evidence. All 
title evidence other than the opinion of 
title, mortgage title insurance policy, and 
water stock certificates will be returned 
to the borrower when the loan has been 
closed. 

(f) Material for State Office. When the 
loan has been dosed, the District 
Director will submit to the State 
Director 

(1) The complete docket; and 

(2) A statement covering information 
other than the completion of legal 
documents showing what was done in 
carrying out loan closing instructions. 

(g) State Office review of loan dosing. 
The State Director will review the 
District Director's statement concerning 
loan closing, the security instruments 
and other documents used in dosing to 
determine whether the transaction was 
closed properly. All material submitted 
by the District Director, including the 
executed contract documents (if 
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required by OCC) with the certification 
of the borrower’s attorney, along with a 
statement by the State Director that all 
administrative requirements have been 
met. will be referred to OGC for post 
closing review. OCC will review the 
submitted material to determine 
whether all legal requirements have 
been met. OGC's review of FmHA’s 
standard forms will be only for proper 
execution thereof, unless the State 
Director brings specific questions or 
deviations to the attention of OCC. It is 
oot expected that facility development 
including construction will be held up 
pending receipt of the opinion from 
OCC. When the opinion from OCC is 
received, the State Director will advise 
the District Director of any deficiencies 
that must be corrected and return all 
material that was submitted for review. 
After the loan has been properly closed, 
the District Director will inform the 
County Supervisor of that fact. 

(hj Safeguarding bond shipments. 
FmHA personnel will follow the 
procedures for safeguarding mailings 
and deliveries of bonds and coupons 
outlined in FmHA Instruction 2018-E 
(available in any FmHA office), 
whenever they mail or deliver these 
items. 

(i) 11 a ter stock certificates . W a ter 
stock certificates will be filed in the loan 
docket in the District Office. 

51942.9 Planning, bidding, contracting, 
and constructing. I See $$ 1942.17(p) and 

1942.18) 

(a) Review of construction plans and 
specifications. All plans and 
specifications will be submitted as soon 
as available to the State Office for 
review and comments. 

(b) Contract approval. The State 
Director or designee is responsible for 
approving all construction contracts 
using legal advice and guidance of OGC 
as necessary. The use of negotiated 
procurement for a construction contract 
or a contracting method under 

§ 1942.18(10(4) or § 1942.18(1) of this 
subpart exceeding $100,000 must be 
concurred in by the National Office. 
Inurement under § 1942.18(1) of this 
subpart will not be considered when an 
ImHA grant is involved. When an 
applicant requests such concurrence, the 
State Director will submit the following 
to the National Office: 

(1) State Director’s and FmHA 

' ngineer/architecfs comments and 
recommendations, and when 
noncompetitive negotiation is proposed, 
submit an evaluation of previous work 
°f the proposed construction firm. 

(2) Regional attorney’s opinion and 
comments regarding the legal adequacy 


of the proposed procurement method 
and proposed contract documents. 

(3) Copy of owner’s written request 
and description of the procurement 
method proposed. 

(4) Copy of the proposed contract. 

(c) Bid irregularities. Any 
irregularities in the bids received or 
other mutters pertaining to the contract 
award having legal implications will be 
cleared with OCC before the State 
Director consents to the contract award. 

(d) Noncompliance. State Directors, 
upon receipt of information indicating 
borrowers or their officers, employees, 
or agents are not performing in 
compliance with § 1942.18(j)(l) of this 
subpart, may request the Regional 
Office of the Inspector General (OIG) to 
investigate the matter and provide a 
report. The State Director is responsible 
for resolving the issue. 

(e) County Office notification. The 
District Director will notify the County 
Supervisor of each construction contract 
award and final inspection occurring 
within the County Office service area. 

§§ 1942.10-1942.11 (Reserved) 

$ 1942.12 Loan cancellation. 

Loans which have been approved and 
obligations which have been established 
may be canceled before closing as 
follows: 

(a) Form FmHA 1940-10. 

"Cancellation of U.S. Treasury Check 
and/or Obligation. ’’The District 
Director or State Director may prepare 
and execute Form FmHA 1940-10 in 
accordance with the Forms Manual 
Insert (FMI). For a loan made from the 
RDIF, if the check has been received or 
is subsequently received in the District 
Office, the District Director will return it 
to the Finance Office with an original 
and one copy of Form FmHA 1940-10. 

(b) Notice of cancellation If the 
docket has been forwarded to OGC. that 
office will be notified of the cancellation 
by a copy of Form FmHA 1940-10. Any 
application for title insurance, if 
ordered, will be canceled. The 
borrower’s attorney and engineer/ 
architect, if any. should be notified of 
the cancellation. The District Director 
may provide the borrower’s attorney 
and engineer/architect with a copy of 
the notification to the applicant. The 
State Director will notify the Director of 
Legislative Affairs and Public 
Information by telephone or electronic 
mail and give the reasons for such 
cancellation. 

$ 1942.13 Loan servicing. 

Loans will be serviced under Subpart 
E of Part 1951 of this chapter. 


$ 1942.14 Subsequent loans. 

Subsequent loans will be processed 
under this subparL 

$ 1942.15 Delegation and redelegation of 
authority. 

The State Director is responsible for 
implementing the authorities in this 
subpart and for issuing State 
supplements redelegating authorities. 
Loan and grant approval authority is in 
Subpart A of Part 1901 of this chapter. 
Except for loan and grant approval 
authority. District Directors may 
redelegate their duties to qualified staff 
members. 

$ 1942.16 State supplements and guides. 

State Directors will obtain National 
Office clearance for all State 
supplements and guides under FmHA 
Instruction 2005-B (available in any 
FmHA office). 

(a) Stale supplements. State Directors 
may supplement this subpart to meet 
State and local laws and regulations and 
to provide for orderly application 
processing and efficient service to 
applicants. State supplements shall not 
contain any requirements pertaining to 
bids, contract awards, and materials 
more restrictive than those in $ 1942.18 
of this subpart. 

(b) State guides. State Directors may 
develop guides for use by applicants if 
the guides to this subpart are not 
adequate. State Directors may prepare 
guides for items needed for the 
application: items necessary for the 
docket: and items required prior to loan 
closing or start of construction. 

$ 1942.17 Community Facilities. 

(a) General. This section includes 
information and procedures specifically 
designed for use by applicants including 
their professional consultants and/or 
agents who provide such assistance and 
services as architectural, engineering, 
financial, legal or other services related 
to application processing and facility 
planning and development. This section 
is made available as needed for such 
use. It includes FmHA policies and 
requirements pertaining to loans for 
community facilities. It provides 
applicants with guidance for use in 
proceeding with their application. 

FmHA shall cooperate fully with 
appropriate State agencies to give 
maximum support of the State’s 
strategies for development of rural 
areas. State and substate A-95 agencies 
moy recommend priorities for 
applications. FmHA will fully consider 
all A-95 agency review comments and 
priority recommendations in selecting 
applications for funding. 
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(b) Applicant eligibility . Facilities 
financed by FmHA must primarily serve 
rural residents. For water or waste 
disposal facilities the terms "rural" and 
“rural area" will not include any area in 
any city or town with a population in 
excess of 10.000 inhabitants according to 
the latest decennial census of the United 
States. For essential community 
facilities the term "rural" and “rural 
area“ will not include any area In any 
city or town with a population in excess 
of 20.000 inhabitants according to the 
latest decennial census of the United 
States. Facilities must be located in rural 
areas except for utility-type services, 
such as water, sewer, natural gas. or 
hydroelectric, serving both rural and 
non-rural areas. In such cases, FmHA 
funds may be used to finance only that 
portion serving rural users, regardless of 
facility location. Loans for water or 
waste disposal facilities will not be 
made to any city or town with a 
population in excess of 10.000. Loans for 
essential community facilities will not 
be made to any dty or town with a 
population in excess of 20,000. 
Assistance to areas or communities 
adjacent to, or closely associated with, 
non-rural areas is limited by 5 1942.17(c) 
of this subpart. 

(1) Type of applicants— (I) Public 
bodies such as municipalities, counties, 
districts, authorities, or other political 
subdivisions of a State. 

(ii) Organizations operated on a not- 
for-profit basis such as associations, 
cooperatives, and private corporations. 
Applicants organized under the general 
profit corporation laws may be eligible if 
they actually will be operated on a not- 
for-profit basis under their charter, 
bylaws, mortgage, or supplemental 
agreement provisions as may be 
required as a condition of loan approval. 

(A) Essential community facility 
applicants other than utility-type must 
have significant ties with the local rural 
community. Such ties are necessary to 
ensure to the greatest extent possible 
that a facility under private control will 
carry out a public purpose and continue 
to primarily sen e the local residents. 
Ties may be evidenced by items such as: 

(7) Association with or controlled by a 
local public body or bodies, or broadly 
based ownership and controlled by 
members of the community; 

[2) Substantial public funding through 
taxes, revenue bonds, or other local 
Government sources, and/or. 
substantial voluntary community 
funding such as would be obtained 
through a community-wide funding 
campaign. 

(lii) Indian tribes on Federal and State 
reservations and otheT Federally 
recognized Indian tribes. 


(2) Credit elsewhere. Applicants must 
certify in writing and FmHA shall 
determine and document that the 
applicant is unable to finance the 
proposed project from their own 
resources or through commercial credit 
at reasonable rates and terms. 

(3) Legal authority and responsibility. 
Each applicant must have or will obtain 
the legal authority necessary for 
constructing, operating, and maintaining 
the proposed facility or service and for 
obtaining, giving security for, and 
repaying the proposed loan. The 
applicant shall be responsible for 
operating, maintaining, and managing 
the facility, and providing for its 
continued availability and use at 
reasonable rates and terms. This 
responsibility shall be exercised by the 
applicant even though the facility may 
be operated, maintained, or managed by 
a third party under contract, 
management agreement, or written 
lease. Leases may be used when this is 
the only feasible way to provide the 
service and is the customary practice. 
Management agreements should provide 
for at least those items listed in Guide 24 
of this subpart. 

(4) Refinancing FmHA debt. FmHA 
shall require an agreement that if at any 
time it shall appear to the Government 
that the borrower is able to refinance 
the amount of the indebtedness then 
outstanding, in whole or in part, by 
obtaining a loan for such purposes from 
responsible cooperative or private credit 
sources, at reasonable rates and terms 
for loans for similar purposes and 
periods of time, the borrower will, upon 
request of the Government, apply for 
and accept such toan in sufficient 
amount to repay the Government and 
will take all such actions as may be 
required in connection with such loan. 

(c) Priorities —(1) Truly rural areas . 
FmHA program assistance will be 
directed toward truly rural areas and 
rural communities. Normally, priority 
will not be given to preapplications for 
projects that will serve other than truly 
rural areas. Truly rural areas are areas 
other than densely settled aress or 
communities adjacent to, or closely 
associated with, a city or town with a 
population exceeding 10.000 residents 
for water or waste disposal assistance, 
or 20,000 residents for essential 
community facility assistance. When 
determining whether a rural area or 
rural community is adjacent to, or 
closely associated with, a city or town 
with a population exceeding 10,000 
residents for water and waste disposal, 
or 20.000 residents for essential 
community facility assistance, minor 
open spaces such as those created by 
physical or legal barriers, commercial or 


industrial development, parks, areas 
reserved for convenience or appearance, 
or narrow strips of cultivated land, will 
be disregarded. An area or community 
shall be considered adjacent to or 
closely related with a nonrural area 
when it constitutes for general, social, 
and economic purposes a single 
community having a contiguous 
boundary. 

(2) Project selection process. The 
following paragraphs indicate items and 
conditions which must be considered in 
selecting preapplications for further 
development. When ranking eligible 
preapplications for consideration for 
limited funds, FmHA officials must 
consider the priority items met by each 
preapplication and the degree to which 
those priorities are met, and apply good 
judgement. 

(i) Preapplications . The preapplicafion 
and supporting information submitted 
with it will be used to determine the 
proposed project's priority for available 
fund 8. 

(ii) State Office review. All 
preapplications will be reviewed and 
scored and Form AD-622, “Notice of 
Preapplication Review Action.” issued 
within the time limits in 

i 1942.2(a)(2)(iv) of this subpart When 
considering authorizing the development 
of an application for funding, the State 
Director should consider the remaining 
funds in the State allocation, and the 
anticipated allocation of funds for the 
next fiscal year as well as the amount of 
time necessary to complete that 
application. Applicants whose 
preapplications are found to be 
ineligible will be so advised. These 
applicants will be given adverse notice 
through Form AD-022 and advised of 
their appeal rights under Subport B of 
Part 1900 of this chapter. Those 
applicants with eligible lower scoring 
preapplications which obviously cannot 
be funded within an eighteen month 
period of time, and are not within 150 
percent of the State's allocation, should 
be notified that funds are not available 
and requested to advise whether they 
wish to have their preapplication 
maintained in an active file for future 
consideration. The State Director may 
request an additional allocation of funds 
from the National Office for such 
preapplications. Such requests will be 
considered along with all others on 
hand. 

(iii) Selection priorities. The priori tin 
described below will be used by the 
State Director to rate preapplications. 
The priorities should be applied to water 
and waste disposal or community 
facilities preapplications as directed. 

The format found in Part I of Guide 26 of 
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this subpart should be followed in 
scoring each preapplication. A copy of 
the score sheet should be placed in the 
case file for future reference. 

(A) Population priorities. The 
following priorities apply to both Water 
and Waste Disposal and Community 
Facilities preapplications. Points will be 
distributed as indicated. 

(7) The proposed project is located in 
a rural community having a population 
not in excess of 2,500—25 points. 

(2) the proposed project is located in a 
rural community having a population not 
in excess of 5.500—20 points. (Points 
under this priority should not be 
assigned to a preapplication if points 
were assigned under paragraph (c)(2)(iii) 
(A)(7) of this section.) 

(B) Health priorities. Points will be 
distributed as indicated. 

(7) Water and Waste Disposal 
prtapplications only. The proposed 
project is: 

(/) Needed to alleviate the sudden 
unexpected diminution or deterioration 
of a water supply, or to meet health or 
sanitary standards which pertain to a 
community's water supply—25 points. 

(//] Required to correct an inadequate 
waste disposal system due to 
unexpected occurrences, or to meet 
health or sanitary standards which 
pertain to a community's waste disposal 
system—25 points. 

(2) Community Facility preapplication 
only. The proposed project is required 
either to correct a health or sanitary 
problem, or to meet a health or sanitary 
standard—25 points. 

(C) Income priorities. The following 
priorities apply to both Water and 
Waste Disposal and Community 
Facilities preapplications. Points will be 
distributed as indicated. The median 
income of the population to be served by 
the proposed facility is: 

(7) Less than the poverty line for a 
family of four as prescribed by the 
Office of Management and Budget 
(OMB) as described under Section 624 of 
the Economic Opportunity Act of 1964 
(D S C. 2971d)—25 points. 

(2) More than the poverty line but less 
than 85% of the State's nonmetropolitan 
median household income—20 points. 

(2) Between 85% and 100%, inclusive, 
of the State's nonmetropolitan median 
household income—15 points. 

(D) Other factors. Points will be 
distributed as indicated. 

(7) Water and Waste Disposal 
preapplications only. The proposed 
project will: merge ownership, 
management, and operation of smaller 
facilities providing for more efficient 
management and economical service; 
&rul/or enlarge, extend, or otherwise 
modify existing facilities to provide 


service to additional rural residents—10 
points. 

(2) Community Facilities 
preapplications only. The purpose of the 
proposed project is to construct, enlarge, 
extend or otherwise improve the 
following types of facilities. (Select only 
the factor most applicable to the 
proposed project.) 

(/) Public safety—10 points. (Examples 
include fire, police, rescue and 
ambulance services.) 

(//) Health care—5 points. (Examples 
include clinics, nursing homes, 
convalescent facilities, and hospital 
projects designed to make the facility 
conform with life/safety codes, 
medicare and medicaid requirements, 
and minor expansions needed to meet 
the immediate requirements of the 
community. Points under this authority 
should not be awarded to a 
preapplication if points were awarded 
under § 1942 17(c)(2)(iii)(B)(2) of this 
subpart.) 

(,?) Water and Waste Disposal and 
Community Facilities preapplications. 

(0 Applicant is a public body or 
Indian tribe—5 points. 

(//) Project is located in a "truly rural 
area" as described in § 1942.17(c)(1) of 
this subpart—10 points. 

(///) Amount of joint financing 
committed to the project is: 

(а) 20% or more private, local or state 
funds except federal funds channeled 
through a state agency—10 points. 

(б) 5%-19% private, local or state 
funds except federal funds channeled 
through a state agency—5 points. 

(E) In certain cases the State Director 
may assign up to 15 points to a 
preapplication, in addition to those that 
may be scored under paragraphs 
(c)(2)(iii) (A) through (D). of this section. 
These points are primarily intended to 
address an unforeseen exigency or 
emergency, such as the los9 of a 
community facility due to accident or 
natural disaster or the loss of joint 
financing if FmHA funds are not 
committed in a timely fashion. However, 
the points may also be awarded to 
projects in order to improve 
compatibility/coordination between 
FmllA’s and other agencies* selection 
systems and to assist those projects that 
are the most cost effective. A written 
justification must be prepared and 
placed in the project file each time the 
State Director assigns these points. 

(iv) Results of State Office review. 
After completing the review, the State 
Director will normally select the eligible 
preapplications with the highest scores 
for further processing. In cases where 
preliminary cost estimates indicate that 
an eligible, high scoring preapplication 
is unfeasible or would require an 


amount of funding from FmHA that 
exceeds either 25 percent of a State's 
current annual allocation or an amount 
greater than that remaining in the 
State's allocation, the State Director 
may instead select the next lower 
scoring preapplication(s) for futher 
processing provided the high scoring 
applicant is notified of this action and 
given an opportunity to revise the 
proposal and resubmit it. If it is found 
that there is no effective way to reduce 
costs, the State Director, after 
consultation with applicant, may submit 
a request for an additional allocation of 
funds for the proposed project to the 
National Office. The request should be 
submitted during the fiscal year in 
which obligation is anticipated. Such 
request will be considered along with all 
others on hand. A written justification 
must be prepared and placed in the 
project file when an eligible 
preapplication with a higher rating is not 
selected for further processing. The 
State Director will notify the District 
Director of the results of the review 
action. The State Director will return the 
preapplication information with an 
authorization for the District Director to 
prepare and issue Form AD-622 in 
accordance with § 1942.2(a)(2)(iv) of this 
subpart. Priority will be given to those 
preapplications and applications for 
funding which meet criteria in 
§ 1942.17(c)(2)(iii)(A) (1) or (2); and the 
criteria in 51942.17(c) (2)(iii)(B)(7) (/) or 
(//) or (B)(2) of this subpart. 

(v) Application development. 
Applications should be developed 
expeditiously following good 
management practices. Applications 
that are not developed in a reasonable 
period of time taking into account the 
size and complexity of the proposed 
project may be removed from the State’s 
active file. Applicants will be consulted 
prior to taking such action. 

(vi) Project obligations. To ensure 
efficient use of resources, obligations 
sheuld occur in a timely fashion 
throughout the fiscal year. Projects may 
be obligated as their applications are 
completed and approved. 

(vii) Requests for additional funding. 
All requests for additional allocations of 
funds submitted to the National Office 
must follow the formats found in Parts I 
and II of Guide 26. In selecting projects 
for funding at the National Office level, 
additional points may be scored based 
on the priority assigned to the project by 
the State Office. These points will be 
scored in the manner shown below. 

Only th£ three highest priority projects 
can score points. In addition, the 
Administrator may assign up to 15 
additional points to account for items 
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such as geographic distribution of funds 
and emergency conditions caused by 
economic problems or natural disasters. 



(viii) Cost overruns. A preapplication 
may receive consideration for funding 
before others at the State Office level or 
at the National Office level if funds are 
not available in the State Office, when it 
is a subsequent request for a previously 
approved project which has encountered 
cost overruns due to high bids or 
unexpected construction problems that 
cannot be reduced by negotiations, 
redesign, use of bid alternatives, 
rebidding or other means. 

(d) Eligible loan purposes. (1) Funds 
may be used: 

(1) To construct, enlaige. extend, or 
otherwise improve water or waste 
disposal and other essential community 
facilities providing essential service 
primarily to rural residents. 

(A) "Water or waste disposal 
facilities" include water, sanitary 
sewerage, solid waste disposal, and 
storm waste-water facilities. 

(B) "Essential community facilities" 
are those public improvements requisite 
to the beneficial and orderly 
development of a community operated 
on a nonprofit basis including but not 
limited to: 

(7) Fire and rescue services; 

( 2 ) Health services; 

(J) Community, social or cultural 
services; 

(4) Transportation facilities, such as 
streets, roads, and bridges; 

(5) Hydroelectric generating facilities 
and related connecting systems and 
appurtenances, when not eligible for 
Rural Electrification Administration 
(REA) financing; 

(0) Supplemental and Supporting 
structures for other rural electrification 
or telephone systems (including 
facilities 9uch as headquarters and 
office buildings, storage facilities, and 
maintenance shops) when not eligible 
for Rural Electrification Administration 
financing; 

(7) Natural gas distribution systems; 
and 

(0) Industrial park sites, but only to 
the extent of land acquisition and 
necessary site preparation, including 
access ways and utility extensions to 
and throughout the site. Funds may not 
be used in connection with industrial 
parks to finance on-site utility systems, 
or business and industrial buildings. 


(C) "Otherwise improve" includes but 
is not limited to the following: 

(7) The purchase of major equipment, 
such as fire trucks, ambulances, solid 
waste collection trucks, and X-ray 
machines, which will in themselves 
provide an essential service to rural 
residents; 

[2] The purchase of existing facilities 
when it is necessary either to improve or 
to prevent loss of service: 

(J) Payment of tap fees and other 
utility connection charges as provided in 
utility purchase contracts prepared 
under § 1942.18(f) of this subpart. 

(ii) To construct or relocate public 
buildings, roads, bridges, fences, or 
utilities, and to make other public 
improvements necessary to the 
successful operation or protection of 
facilities authorized in paragraph 
(d)(l)(i) of this section. 

(iii) To relocate private buildings, 
roads, bridges, fences, or utilities, and 
other private improvements necessary 
to the successful operation or protection 
of facilities authorized in paragraph 
(d)(l)(i) of this section. 

(iv) To pay the following expenses, 
but only when such expenses are a 
necessary part of a loan to finance 
facilities authorized in paragraphs 
(d)(l)(i). (d)(1)(h) and (d)(l)(iii) of this 
section. 

(A) Reasonable fees and costs such as 
legal engineering, architectural fiscal 
advisory, recording, environmental 
impact analyses, archeological surveys 
and possible salvage or other mitigation 
measures, planning, establishing or 
acquiring rights. 

(B) Interest on loans until the facility 
is self-supporting, but not for more than 
three years unless a longer period is 
approved by the National Office; 
interest on loans secured by general 
obligation bonds until tax revenues are 
available for payment, but not for more 
than two years unless a longer period is 
approved by the National Office; and 
interest on interim financing, including 
interest charges on interim financing 
from sources other than FmHA. 

(C) Costs of acquiring interest in land; 
rights, such as water rights, leases, 
permits, rights-of-way; and other 
evidence of land or water control 
necessary for development of the 
facility. 

(D) Purchasing or renting equipment 
necessary to install maintain, extend, 
protect operate, or utilize facilities. 

(E) Initial operating expenses for a 
period ordinarily not exceeding one year 
when the borrower is unable to pay such 
expenses. 

(F) Refinancing debts incurred by. or 
on behalf of. a community when all of 
the following conditions exist: 


(7) The debts being refinanced are d 
secondary part of the total loan; 

(2) The debts are incurred for the 
facility or service being financed or any 
part thereof, 

(J) Arrangements cannot be made 
with the creditors to extend or modify 
the terms of the debts so that a sound 
basis will exist for making a loan. 

(G) Prepay costs for which FmHA 
grant funds were obligated provided 
there is: 

(7) No conflict with the loan 
resolution. State statutes, or any other 
loan requirements; and 

(2) Full documentation showing that: 

[/) Loan funds will only be utilized on 
a temporary basis; and 

(//) All FmHA loan funds are restored 
at a later date for purpose(s) for which 
they were obligated. 

(v) To pay obligations for construction 
incurred before loan approval 
Construction work should not be started 
and obligations for such work or 
materials should not be incurred before 
the loan is approved. However, if there 
are compelling reasons for proceeding 
with construction before loan approval, 
applicants may request FmHA approval 
to pay such obligations. Such requests 
may be approved if FmHA determines 
that: 

(A) Compelling reasons exist for 
incurring obligations before loan 
approval; and 

(B) The obligations will be incurred 
for authorized loan purposes: and 

(C) Contract documents have been 
approved by FmHA: and 

(D) All environmental requirements 
applicable to FmHA and the applicant 
have been met; and 

(F.) The applicant has the legal 
authority to incur the obligations at the 
time proposed, and payment of the debts 
will remove any basis for any mechanic, 
material or other liens that may attach 
to the security property. FmHA may 
authorize payment of such obligations at 
the time of loan dosing. FmHA's 
authorization to pay such obligations 
however, is on the condition that it is 
not committed to make the loan; it 
assumes no responsibility for any 
obligations incurred by the applicant: 
and the applicant must subsequently 
meet all loan approval requirements. 
The applicant's request and FmHA 
authorization for paying such 
obligations shall be in writing. If 
construction is started without FmHA 
approval, post approval in accordance 
with this section may be considered 

(2) Funds may not be used to finance: 

(i) On-site utility systems or business 
and industrial buildings in connection 
with industrial parks. 
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(il) Facilities to be used primarily for 
recreation purposes. 

(iii) Community antenna television 
services or facilities. 

(iv) Electric generation or 
transmission facilities or telephone 
systems, except as provided in 
paragraph (d)(l)(i)(B)(5). (d)(l)(l){B)(0) or 
jd)(l)(i)(B)(7) of this section; or 
extensions to serve a particular 
essential community facility as provided 
in paragraph (d)(l)(ii) or (d)(l)(iii) of this 
section. 

(v) Facilities which are not modest in 
size, design, and cost. 

(\n) Ix>an or grant finder's fees. 

(vii) Projects located within the 
Coastal Barriers Resource System that 
do not qualify for an exception as 
defined in Section 6 of the Coastal 
Barriers Resource Act, Pub. L 97-348. 

(viii) New combined sanitary and 
storm water sewer facilities. 

(e) Facilities for public use. All 
facilities financed under the provisions 
of this subpart shall be for public use 
and primarily servd rural residents. 

(1) Utility-type service facilities will 
be installed so as to serve any user 
within the service area who desires 
service and can be feasibly and legally 
served. Applicants and borrowers must 
obtain written concurrence of the FmHA 
prior to refusing service to such user. 
Upon failure to provide service which is 
reasonable and legal, such user shall 
have direct right of action against the 
appheant/borrower. A notice of the 
availability of this service should be 
given by the applicant/borrower to all 
persons living within the area who can 
feasibly and legally be served by the 
phase of the project being financed. 

(1) If a mandatory hookup ordinance 
will be adopted, the required bond 
ordinance or resolution advertisement 
will be considered adequate 
notification. 

(ii) When any portion of the Income 
will be derived from user fees and a 
mandatory hookup ordinance will not be 
adopted, each potent user will be 
afforded an opportunity to request 
service by signing a Users Agreement. 
Those declining service will be afforded 
an opportunity to sign a statement to 
»uch effect. FmHA has guides available 
for these purposes in all FmHA offices. 

(2) In no case will boundaries for the 
proposed service area be chosen in such 
a way that any user or area will be 
excluded because of race, color, religion. 

marital status, age, or national 
origin. 

(3j This does not preclude: 

^>1 Financing or constructing projects 
,n Phases when it is not practical to 
finance or construct the entire project at 

one time; and 


(ii) Financing or constructing facilities 
where it is not economically feasible to 
serve the entire area provided economic 
feasibility is determined on the basis of 
the entire system and not by considering 
the cost of separate extensions to or 
parts thereof; the applicant publicly 
announces a plan for extending service 
to areas not initially receiving service 
from the system; and those families 
living in the areas not to be initially 
served receive written notice from the 
applicant that service will not be 
provided until such time as it is 
economically feasible to do so. 

(iii) Extending services to industrial 
areas when service is made available to 
users located along the extensions. 

(4) The State Director will determine 
that, when feasibly and legally possible, 
inequities within the proposed project's 
service area for the same type service 
proposed (i.e., water or waste disposal) 
will be remedied by the owner on or 
before completion of the project that 
includes FmHA funding. Inequities are 
defined as flagrant variations in 
availability, adequacy or quality of 
service. User rate schedules for portions 
of existing systems that were developed 
under different financing, rates, terms or 
conditions, as determined by the State 
Director, do not necessarily constitute 
inequities. 

(5) Before a loon is made to an 
applicant other than a public body, for 
other than utility type projects, the 
articles of incorporation or loan 
agreement will include a condition 
similar to the following: 

In the event of dissolution of this 
corporation, or In the event It shall cease to 
carry out the objectives and purposes herein 
set forth, all business, property, and assets of 
the corporation shall go and be distributed to 
one or more nonprofit corporaUons or public 
bodies as may be selected by the board of 
directors of this corporation and approved by 
at least 75 percent of the users or members to 
be used for. and devoted to. the purpose of a 
community facility project or other purpose to 
serve the public welfare of the community. In 
no event shall any of the aaseta or property, 
in the event of dissolution thereof, go or be 
distributed to members, directors, 
stockholders, or others having financial or 
managerial Interest In the corporation either 
for the reimbursement of any sum subscribed, 
donated or contributed by such members or 
for any other purposes, provided that nothing 
herein shall prohibit the corporation from 
paying its just debts. 

(f) Rates and terms —(1) General. 

Each loan will bear interest at the rate 
prescribed in FmHA instruction 440.1. 
Exhibit B (available in any FmHA 
office). The interest rates will be set by 
FmHA at least for each quarter of the 
fiscal year. All rates will be adjusted to 
the nearest one-eighth of one per 


centum. The interest rate for each loan 
will be the rate in effect on the date the 
signed copy of Form FmHA 1940-1, 
"Request for Obligation of Funds," is 
mailed to the applicant. The interest rate 
to be charged on each loan will be 
entered on Form FmHA 1940-1 on the 
date the form is mailed to the applicant. 
For each loan, the basis for determining 
what interest rate is appropriate will be 
completely documented on Form FmHA 
442-43. "Project Summary—Community 
Facilities, (Other Than Utility-Type 
Projects)." or Form FmHA 1942-45, 
"Project Summary—Water and Waste 
Disposal and Other Utility-Type 
Projects." 

(2) Poverty line rate. The poverty line 
interest rate will not exceed five per 
centum per annum. It will apply to loans 
for which the loan approval official 
determines both the following condition 
exist: 

(i) The primary purpose of the loan is 
to upgrade existing-facilities or construct 
new facilities required to meet 
applicable health or sanitary standards. 
Documentation will be obtained from 
the appropriate regulatory agency with 
jurisdiction to enforce the standard, to 
verify that a bona fide standard exists, 
what that standard is. and that the 
proposed improvements are needed and 
required to meet the standard; and 

(ii) The median household income of 
the service area is below the poverty 
line for a family of four, as prescribed by 
the Office of Management and Budget 
(OMB), as adjusted under Section 624 of 
the Economic Opportunity Act of 1964 
(42 U.S.C. 2971d). 

(3) Intermediate rate. The 
intermediate interest rate will be set at 
the poverty line rate plus one-half of the 
difference between the poverty line rate 
and the market rate. It will apply to 
loans that do not meet the requirements 
for the poverty line rate and for which 
the median household income of the 
service area is not more than 85 percent 
of the nonmetropolitan median 
household income of the State. 

(4) Market rate. The market interest 
rate will be set using as guidance the 
average of the Bond Buyer Index for the 
four weeks prior to the first Friday of the 
last month before the beginning of the 
quarter. The market rate will apply to all 
loans that do not qualify for a different 
rate under paragraph (0(2) or (0(3) of 
this section. It may be adjusted as 
provided in paragraph (0(5) of this 
section. 

(5) Prime farmland. For essential 
community facilities loans, the rate 
indicated by paragraphs (0(2), (0(3) or 
(0(4) of this section will be increased by 
two per centum per annum if the project 







7306 


Federal Register / Vol. 50, No. 36 / Friday, February 22, 1965 / Rules and Regulations 


being financed will involve the use of* or 
construction on, prime or unique 
farmland in accordance with FmHA 
Instruction 440.1. Exhibits B and | 
(available in any FmHA office). 

(6) Income determination. The income 
data used to determine median 
household income should be that which 
most accurately reflects the income of 
the service area. The service area is that 
area reasonably expected to be served 
by the facility being financed by FmHA. 
The median household income of the 
service area and the nonmetropolitan 
median household income of the State 
will be determined from income data 
from the most recent decennial census 
of the U.S. This data will normally be 
published or unpublished Bureau of the 
Census data and may be updated on a 
national basis by the FmHA based on 
data provided by the Bureau of the 
Census, or other reliable sources. If 
there is reason to believe that the census 
data is not an accurate representation of 
the median household income within the 
area to be served, the reasons will be 
documented and the applicant may 
furnish, or FmHA may obtain, additional 
information regarding such median 
household income. Such information will 
consist of reliable data from local, 
regional. State or Federal sources or 
from a survey conducted by a reliable 
impartial source. The nonmetropolilan 
median household income of the State 
may be updated on a national basis by 
the FmHA National Office based on 
data provided by the Bureau of the 
Census, or other reliable sources. 
Updating income data for the median 
household income of the service area 
and the nonmetropolitan median 
household income of the State should be 
done concurrently, using data from the 
same year. 

(7) Repayment terms. Loans will 
ordinarily be scheduled for repayment 
on terms similar to those used in the 
State for financing such facilities but in 
no case shall they exceed the useful life 
of the facility or 40 years from the date 
of the notefs) or bond(s), whichever is 
less. Where FmHA funds are used in 
connection with an FmHA loan, the loan 
will be for the maximum term permitted 
by this subpart. State statute, or the 
useful life of the facility, whichever is 
less, unless there is an exceptional case 
where circumstances justify making an 
FmHA loan for less than the maximum 
term permitted. In such cases, the 
reasons must be fully documented. In all 
cases, including those in which the 
FmHA is jointly financing with another 
lender, the FmHA payments of principal 
and interest should approximate 
amortized installments. 


(i) If the borrower will be retiring 
other debts, the repayment on such 
debts may be considered in developing 
the repayment schedule for the FmHA 
loans. 

(ii) Principal payments may be 
deferred in whole or in part for a period 
not to exceed the end of the third full 
year after the estimated date of loan 
closing. If for any reason it appears 
necessary to permit a longer period of 
deferment, the State Director may 
authorize such deferment with the Prior 
approval of the National Office. 
Deferments of principal will not be used 
to: 

(A) Postpone the levying of taxes or 
assessments. 

(B) Delay collection of the full rates 
which the borrower has agreed to 
charge users for its services as soon as 
major benefits or the improvements are 
available to those users. 

(C) Create reserves for normal 
operation and maintenance. 

(D) Make any capital improvements 
except those approved by FmHA 
determined to be essential to the 
repayment of the loan or to the 
obtaining of adequate security thereof. 

(E) Accelerate the payment of other 
debts. 

(iii) Payment date. Loan payments 
will be scheduled to coincide with 
income availability and be in 
accordance with State low. Monthly 
payments will be required if consistent 
with the foregoing, and will be 
enumerated in the bond* other evidence 
of indebtedness, or other supplemental 
agreement. Insofar as practical monthly 
payments will be scheduled one full 
month following the date of loan closing; 
or semiannual or annual payments will 
be scheduled six or twelve full months 
respectively, following the date of loan 
closing or any deferment period. Due 
dates failing on the 29th. 30th or 31st day 
of the month will be avoided. 

(g) Security. Loans will be secured by 
the best security position practicable in 
a manner which will adequately protect 
the interest of FmHA during the 
repayment period of the loan. Specific 
requirements for security for each loan 
will be included in a letter of conditions. 

( 1 ) Joint financing security. For 
projects utilizing joint financing, when 
adequate security of more than one type 
is available, the other lender may take 
one type of security with FmHA taking 
another type. For projects utilizing joint 
financing with the same security to be 
shared by FmHA and another lender, 
FmHA will obtain at least a parity 
position with the other lender. A parity 
position is to ensure that with joint 
security, in the event of default, each 


lender will be affected on a 
proportionate basis. A parity position 
will conform with the following unless 
an exception is granted by the National 
Office: 

(i) Terms. It is not necessary tor loani 
to have the same repayment terms to 
meet the parity requirements. Loans 
made by other lenders involved in joint 
financing with FmHA for facilities 
should be scheduled for repayment on 
terms similar to those customarily used 
in the State for financing such facilities. 

(ii) Use of trustee or other similar 
paying agent The use of a trustee or 
other similar paying agent by the other 
lender in a joint financing arrangement 
is acceptable to FmHA. A trustee or 
other similar paying agent will not 
normally be used for the FmHA portion 
of the funding unless required to comply 
with State law. The responsibilities and 
authorities of any trustee or other 
similar paying agent on projects that 
include FmHA funds must be clearly 
specified by written agreement and 
approved by the FmHA State Director 
and Regional Attorney. FmHA must be 
able to deal directly with the borrower 
to enforce the provisions of loan and 
grant agreements and perform necessary 
servicing actions. 

(iii) Regular payments. In the event 
adequate funds are not available to 
meet regular installments on parity 
loans, the funds available will be 
apportioned to the lenders based on the 
respective current installments of 
principal and interest due. 

(iv) Disposition of Property. Fundi 
obtained from the sale or liquidation of 
secured property or fixed assets will be 
apportioned to the lenders on the basil 
of the pro rata amount loaned, but not lo 
exceed their respective outstanding 
balances; provided, however, funds 
obtained from such sale or liquidation 
for a project that included FmHA grant 
funds will be apportioned as may be 
required by the grant agreement. 

(v) Protective advances. Protective 
advances are payments made by a 
lender for items such as insurance or 
taxes, to protect the financial interest of 
the lender, and charged to the 
borrower’s loan account. To the extent 
consistent with State law and customary 
lending practices in the area, repayment 
of protective advances made by either 
lender, for the mutual protection of both 
lenders, should receive first priority in 
apportionment of funds between the 
lenders. To ensure agreement between 
lenders, efforts should be made to 
obtain the concurrence of both lenders 
before one lender makes a protective 
advance. 
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(21 Public bodies . Loans to such 
borrowers will be evidenced by notes, 
bonds, warrants, or other contractual 
obligations as may be authorized by 
relevant State statutes and by 
borrower's documents, resolutions, and 
ordinances. 

(i) Utility-type facilities such as water 
tnd sewer systems, natural gas 
distribution systems, electric systems, 
ftc, will be secured by: 

(A) The full faith and credit of the 
borrower when the debt is evidenced by 
general obligation bonds; and/or 

(B) Pledges of taxes or assessments; 
and/or 

(C) Pledges of facility revenue and, 
when it is the customary financial 
practice in the State, liens will be taken 
on the interest of the applicant in all 
land, easements, rights-of-way, water 
rightg, water purchase contracts, sewage 
treatment contracts, and similar 
property rights, including leasehold 
interest, used or to be used in 
connection with the facility whether 
owned at the time the loan is approved 

I or acquired with loan funds; and/or 

(D) In those cases involving water and 
waste disposal projects where there is a 
substantial number of other than full¬ 
time residents and facility costs result in 
a higher than reasonable rate for such 
full time residents, the loan will be 
secured by the full faith and credit of the 
borrower or by an assignment or pledge 
of taxes, or assessments for public 
bodies or other organizations having the 

I authority to issue or pledge such taxes, 
or assessments. 

(ii) Solid waste projects will be 

| secured by bonds pledging solid waste 
disposal revenue, only when the 
revenue pledged includes that from the 
solid waste project plus revenue from 
other facilities of the applicant with tie- 
m enforcement rights, or by the taxing 
power of participating local 
governments. 

(iii) Other essential community 
facilities other than utility type, such as 
those for public health and safety, 
social, and cultural needs and the like 
will meet the following security 
requirements: 

(A) Such loans will be secured by one 
or a combination of the following and in 
the following order of preference: 

U) General obligation bonds. 

(4 ) Assessments. 

W Bonds which pledge other taxes. 

* M Bonds pledging revenues of the 
facility being financed when such bonds 
provide for the mandatory levy and 
collection of taxes in the event revenues 
later become insufficient to properly 
operate and maintain the facility and to 
retire the loan. 


(5) Assignment of assured income 
which will be available for the life of the 
loan, from such sources as insurance 
premium rebates, income from 
endowments, irrevocable trusts, or 
commitments from industries, public 
bodies, or other reliable sources. 

(0) Liens on real and chattel property 
when legally permissible and an 
assignment of the borrowers income 
from applicants who have been in 
existence and are able to present 
ev idence of a financially successful 
operation of a similar facility for a 
period of time sufficient to indicate 
project success. National Office 
concurrence is required when the 
applicant has been in existence for less 
than five years or has not operated on a 
financially successful basis for five 
years immediately prior to loan 
application. 

(7) Liens on real and chattel property 
when legally permissible and an 
assignment of income from an 
organization receiving Health and 
Human Services (HHS) operating grants 
under the “Memorandum of 
Understanding Between Health 
Resources and Services Administration, 
U.S. Department of Health and Human 
Services and Farmers Home 
Administration, U.S. Department of 
Agriculture" (see FmHA Instruction 
2000-T. available in any FmHA office.) 

(0) Liens on real and chattel property 
when legally permissible and an 
assignment of income from an 
organization proposing a facility whose 
users receive reliable income from 
programs such as social security, 
supplemental security income (SSI), 
retirement plans, long term insurance 
annuities, medicare or medicaid. 
Examples are homes for the 
handicapped or institutions whose 
clientele receive State or local 
government assistance. 

(0) When the applicant cannot meet 
the criteria in paragraph (g)(2)(iii)(A) (;) 
through (0) of this section, such 
proposals may be considered when all 
the following are met: 

(/} The applicant is a new organization 
or one that has not operated the type of 
facility being proposed. 

(//) There is a demonstration of 
exceptional community support such as 
substantial financial contributions, and 
aggressive leadership in the formation of 
the organization and proposed project 
which indicates a commitment of the 
entire community. 

(///) The State Director has determined 
that adequate and dependable revenues 
will be available to meet all operation 
expenses, debt repayment and the 
required reserve. 


(;V) Prior National Office review and 
concurrence is obtained. 

(B) Real estate and chattel property 
taken as security in accordance with 
paragraphs (g)(2)(iii)(A) (0) through (0) 
of this section: 

(f) Ordinarily will include the 
property that is used in connection with 
the facility being financed; and 

[ 2 ) Will have an as-developed present 
market value determined by a qualified 
appraiser equal to or exceeding the 
amount of the loan to be obtained plus 
any other indebtedness against the 
proposed security; and 

(0) May have one of the lien 
requirements deleted when the loan 
approval official determines that the 
loan will be adequately secured with a 
lien on either the real estate or chattel 
property. 

(C) When security is not available in 
accordance with paragraphs 
(g)(2)(iii)(A) (/) through (5) of this 
section and State law precludes securing 
the loan with liens on real or chattel 
property, the loan will be secured in the 
best manner consistent with State law 
and customary security taken by private 
lenders in the State, such as revenue 
bonds, and any other security the loan 
approval official determines necessary 
for a sound loan. Such loans will 
otherwise meet the requirements of 
(g)(2)(iii)(A) (0) through (P) of this 
section as appropriate. 

(3) Other-than-public bodies . Loans to 
other-than-public body applicants will 
be secured as follows: 

(i) Utility-type facilities eligible for 
FmHA assistance under paragraph (d) of 
this section such as water and sewer 
systems, natural gas distribution 
systems, electric systems, etc., will be 
secured as follows: 

(A) Assignments of borrower incomo 
will be taken and perfected by filing, If 
legally pcrmissable; and 

(B) A lien will be taken on the interest 
of the applicant in all land, easements, 
rights-of-way. water rights, water 
purchase contracts, sewage treatment 
contracts and similar property rights, 
including leasehold interest, used, or to 
be used in connection with the facility 
whether owned at the time the loan is 
approved or acquired with loan funds. In 
unusual circumstances where it is not 
feasible to obtain a lien on such land 
(such as land rights obtained from 
Federal pr local government agencies, 
and from railroads) and the loan 
approval official determines that the 
interest of FmHA otherwise is secured 
adequately, the Hen requirement may be 
omitted as to such land rights. 

(C) When the loan is approved or the 
acquisition of real property is subject to 
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an outstanding lien indebtedness, the 
next highest priority lien obtainable will 
be taken if the loan approval official 
determines that the loan is adequately 
secured. 

(D) Other security. Promissory notes 
from individuals, stock or membership 
subscription agreements, individuals 
member’s liability agreements, or other 
evidences of debt, as well as mortgages 
or other security instruments 
encumbering the private property of 
members of the association may be 
pledged or assigned to FmHA as 
additional security in any case in which 
the interest of FmHA will not be 
otherwise adequately protected 

(F.J In those cases where there is a 
substantial number of other than full 
time residents and facility costs result in 
a higher than reasonable rate for such 
full time residents, the loan will be 
secured by an assignment or pledge of 
general obligation oonds. taxes or 
assessments from public bodies or other 
organizations having authority to issue 
bonds backed by taxes or assessments. 

(ii) Solid waste projects will be 
secured by a pledge of solid waste 
disposal revenue, only when the 
revenue pledged includes that from the 
solid waste project plus revenue from 
other facilities of the applicant with tie- 
in enforcement rights, or by the taxing 
power of participating local 
governments. 

(iii) Essential community facilities 
other than utility type such as those for 
public health and safety, social, and 
cultural needs and the like will meet the 
following security requirements: 

(A) Such loans will be secured by one 
or a combination of the following and in 
the following order of preference: 

(7) An assignment of assured income 
that will be available for the life of the 
loan, from sources such as insurance 
premium rebates, income from 
endowments, irrevocable trusts, or 
commitments from industries, public 
bodies, or other reliable sources. 

[2] Liens on real and chattel property 
with an assignment of income from 
applicants who have been in existence 
and are able to present evidence of a 
financially successful operation of a 
similar facility for a period of time 
sufficient to indicate project-success. 
National Office concurrence is required 
when the applicant has been in 
existence for less than five years or has 
not operated on a financially successful 
basis for at least the five years 
immediately prior to loan application. 

(3) Liens on real and chattel property 
and an assignment of income from an 
organization receiving HHS operating 
grants under the "Memorandum of 
Understanding Between Health 


Resources and Services Administration. 
U.S. Department of Health and Human 
Services and Farmers Home 
Administration. U.S. Department of 
Agriculture” (see FmHA Instruction 
2000-T, available in any FmHA office). 

(if) Liens on real and chattel property 
when legally permissible and an 
assignment of income from an 
organization proposing a facility whose 
users receive reliable income from 
programs such as social security, 
supplemental security income (SSI), 
retirement plans, long-term insurance 
annuities, medicare or medicaid. 
Examples are homes for the 
handicapped or institutions whose 
clientele receive State or local 
government assistance. 

(5) When the applicant cannot meet 
the criteria in paragraphs (g)(3)(iii)(A) 

(7) through (4) of this section, such 
proposals may be considered when all 
the following are met: 

(0 The applicant is a new organization 
or one that has not operated the type of 
facility being proposed 

(/V) There is a demonstration of 
exceptional community support such as 
substantial financial contributions, and 
aggressive leadership in the formation of 
the organization and proposed project 
which indicates a commitment of the 
entire community. 

(///) The State Director has determined 
that adequate and dependable revenues 
will be available to meet all operation 
expenses, debt repayment, and the 
required reserve. 

(/v) Prior National Office review and 
concurrence is obtained. 

(0) Additional security may be taken 
as determined necessary by the loan 
approval official. 

(B) Real estate and chattel property 
taken as security: 

(7) Ordinarily will include the 
property that is used in connection with 
the facility being financed: and 

[2) Will have an as-developed present 
market value determined by a qualified 
appraiser equal to or exceeding the 
amount of the loan to be obtained plus 
any other indebtedness against the 
proposed security; and 

(J) May have one of the lien 
requirements deleted when the loan 
approval official determines that the 
loan will be adequately secured with a 
lien on either the real estate or the 
chattel property. 

(h) Economic feasibility requirements. 
Ail projects financed under the 
provisions of this section must be based 
on taxes, assessments, revenues, fees, or 
other satisfactory sources of revenues in 
an amount sufficient to provide for 
facility operation and maintenance, a 
reasonable reserve, and debt payment. 


An overall review of the applicant's 
financial status, including a review of all 
assets and liabilities, will be a part of 
the docket review process by the FmHA 
staff and approval official. 

(1) Financial feasibility reports . All 
applicants will be expected to provide a 
financial feasibility report prepared by a 
qualified firm or individual. These 
financial feasibility reports will 
normally be: 

(1) Included as part of the preliminary 
engineer/architectural report using 
Guides 6 through 10 as applicable; or 

(ii) Prepared by a qualified firm or 
individual not having a direct interest in 
the management or construction of the 
facility using Guide 5 when: 

(A) The project will significantly 
affect the applicant's financial 
operations and is not a utility-type 
facility but is dependent on revenue* 
from the facility to repay the loan: or 

(B) It is specifically requested by 
FmHA. 

(2) Applicants for loans for utility - 
type facilities dependent on users fees 
for debt payment shall base their 
income and expense forecast on realistic 
user estimates in accordance with the 
following: 

(1) In estimating the number of users 
and establishing rates or fees on which 
the loan will be based for new systems 
and for extensions or improvement to 
existing systems, consideration should 
be given to the following: 

(A) An estimated number of maximum 
initial users should not be used when 
setting user fees and rates since it may 
be several years before all residents in 
the community will need the sendees 
provided by the system. In establishing 
rates a realistic number of initial users 
should be employed. 

(B) User agreements from individual 
vacant property owners will not be 
considered when determining project 
feasibility unless: 

(7) The owner has plans to develop 
the property in a reasonable period of 
time and become a user of the facility; 
and 

(2) The owner agrees in writing to 
make a monthly payment at least equal 
to the proportionate share of debt 
service attributable to the vacant 
property until the property is developed 
and the facility is utilized on a regular 
basis. A bond or escrowed security 
deposit must be provided to guarantee 
this monthly payment and to guarantee 
an amount at least equal to the owner s 
proportionate share of construction 
costs. If a bond is provided, it must be 
executed by a surety company that 
appears on the Treasury Department's 
most current list (Circular 570. as 









Federal Register / Vol. 50. No. 36 / Friday, February 22, 1905 / Rules and Regulations 


7309 


amended) and be authorized to transact 
business in the State where the project 
a located The guarantee shall be 
payable jointly to the borrower and the 
Farmers Home Administration; and 

(.?) Such guarantee will mature not 
later than 4 years from the date of 
execution and will be finally due and 
payable upon default of a monthly 
payment or at maturity, unless the 
property covered by the guarantee has 
been developed and the facility is being 
utilized on a regular basis. 

(C) Income from other vacant property 
owners will be considered only as extra 
income. 

(ii) Realistic user estimates will be 
established as follows: 

(AJ Meaningful potential ufcer cash 
contributions. Potential user cash 
contributions are required except: 

(/) For users presently receiving 
service, or 

(2) Where FmHA determines that the 
potential users as a whole in the 
ipplicant's service area cannot make 
cash contributions, or 

p) Where State statutes or local 
ordinances require mandatory use of the 
system and the applicant or legal entity 
having such authority agrees in writing 
to enforce such statutes, or ordinances. 

(D) The amount of cash contributions 
required in paragraph (h)(2)(ii)(A) of this 
lection will be set by the applicant and 
concurred in by FmHA. Contribtions 
should be an amount high enough to 
indicate sincere interest on the part of 
the potential user, but not so high as to 
preclude service to low income families. 
Contributions ordinarily should be an 
amount approximating one year's 
minimum user fee, and shall be paid in 
full before loan closing or 
commencement of construction, 
whichever occurs first. Once economic 
feasibility is ascertained based on a 
demonstration of meaningful potential 
user cash contributions, the 
contribution, membership fee or other 
fees that may be imposed arc not a 
requirement of FmHA under this section. 
However, borrowers do have an 
additional responsibility relating to 
generating sufficient revenues as set 
forth in paragraph (n)(2)(iii) of this 
lection. 

(C) Enforceable user agreement. 

Except for users presently receiving 
service, an enforceable user agreement 
with a penalty clause is required unless 
State statutes or local ordinances 
squire mandatory use of the system 
anc * the applicant or legal entity having 
such authority agrees in writing to 
enforce such statutes or ordinances. 

W) 1° those cases where all or part of 
i te borrower's debt payment revenues 
*•11 come from user fees, applicants 


must provide a positive program to 
encourage connection by all users as 
soon as service is available. The 
program will be available for review 
and approval by FmHA before loan 
closing or commencement of 
construction, whichever occurs first. 
Such a program shall include: 

(A) An aggressive information 
program to be carried out during the 
construction period. The borrower 
should send written notification to all 
signed users at least three weeks in 
advance of the date service will be 
available, stating the date users will be 
expected to have their connections 
completed, and the date user charges 
will begin. 

(B) Positive steps to assure that 
installation services will be available. 
These may be provided by the 
contractor installing the system, local 
plumbing companies, pr local 
contractors. 

(C) Aggressive action to see that all 
signed users can finance their 
connections. This might require 
collection of sufficient user 
contributions to finance connections. 
Extreme cases might necessitate 
additional loan funds for this purpose; 
however, loan funds should be used 
only when absolutely necessary and 
w f hen approved by FmHA prior to loan 
closing. 

(3) Utility-type facilities for new 
developing communities or areas. 
Developers are normally expected to 
provide utility-type facilities in new or 
developing areas and such facilities 
shall be installed in compliance with 
appropriate State statutes and 
regulations. FmHA financing will be 
considered to an eligible applicant in 
such cases when failure to complete 
development would result in an adverse 
economic condition for the rural area 
(not the community being developed); 
the proposal is necessary to the success 
of an area development plan; and loan 
repayment can be assured by; 

(i) The applicant already having 
sufficient assured revenues to repay the 
loan; or 

(ii) Developers providing a bond or 
escrowed security deposit as a 
guarantee sufficient to meet expenses 
attributable to the area in question until 
a sufficient number of the building sites 
are occupied and connected to the 
facility to provide enough revenues to 
meet operating, maintenance, debt 
service, and reserve requirements. Such 
guarantees from developers will meet 
the requirements in paragraph 
(h)(2)(i)(B) of this section; or 

(iii) Developers paying cash for the 
increased capital cost and any increased 


operating expenses until the developing 
area will support the increased costs; or 

(iv) The full faith and credit of a 
public body where the debt is evidenced 
by general obligation bonds; or 

(v) The loan is to a public body 
evidenced by a pledge of tax 
assessments; or 

(vi) The user charges can become a 
tax lien upon the property being served 
and income from such lien can be 
collected in sufficient time to be used for 
its intended purposes. * 

(i) Resen'e requirements. Provision 
for the accumulation of necessary 
reserves over a reasonable period of 
time will be included in the loan 
documents and in assessments, tax 
levies, or rotes charged for services. In 
those cases where statutes providing for 
extinguishing assessment liens of public 
bodies when properties subject to such 
liens are sold for delinquent State or 
local taxes, special reserves will be 
established and maintained for the 
protection of the borrower's assessment 
lien. 

(1) General obligation or special 
assessment bonds. Ordinarily, the 
requirements for reserves will be 
considered to have been met if general 
obligation or other bonds which pledge 
the full faith and credit of the political 
Subdivision are used, or special 
assessment bonds are used, and if such 
bonds provide for the annual collection 
of sufficient taxes or assessments to 
cover debt service, operation and 
maintenance, and a reasonable amount 
for emergencies and to offset the 
possible nonpayment of taxes or 
assessments by a percentage of the 
property owners, or a statutory method 
is provided to prevent the incurrence of 
a deficiency. 

(2) Other than general obligation or 
special assessment bonds. Each 
borrower will be required to establish 
and maintain reserves sufficient to 
assure that loan installments will be 
paid on time, for emergency 
maintenance, for extensions to facilities, 
and for replacement of short-lived 
assets which have a useful life 
significantly less than the repayment 
period of the loan. It is expected that 
borrowers issuing bonds or other 
evidences of debt pledging facility 
revenues as security will ordinarily plan 
their reserve to provide for a total 
reserve in an amount at least equal to 
one average loan installment. It is also 
expected the ordinarily such reserve 
will be accumulated at the rate of at 
least one-tenth of the total each year 
until the desired level is reached. 

(j) General requirements —(1) 
Membership authorization. For 
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organizations other than public bodies* 
the membership will authorize the 
project and its financing except that the 
State Director may. with the 
concurrence of OCC, accept the loan 
resolution without such membership 
authorization when State statutes and 
the organization's charter and bylaws 
do not require such authorization; and 

(1) The organization is well 
established and is operating with a 
sound financial base; or 

(li) For utility-type projects the 
members of the organization have all 
signed an enforceable user agreement 
with a penalty clause and have made 
the required meaningful user cash 
contribution, except for members 
presently receiving service or when 
State statutes or local ordinances 
require mandatory use of the facility. 

(2) Planning, bidding, contracting, 
constructing , (See j$ 1942.18). 

(3) Insurant* and bonding . Needed 
insurance coverage and fidelity bonds 
will be obtained by the time of loan 
closing or start of construction, 
whichever occurs first. Ordinarily. 
FmllA should be listed as mortgagee on 
the property insurance when FmHA has 
a lien on the property. Insurance policies 
are not required to be filed in the case 
file. However, the borrower must 
continue to maintain insurance in 
adequate amounts to protect the 
Government's interest for the life of the 
loan. Normally, after the first year of 
operation, a listing of insurance in 
annual audits or management reports 
will be considered as sufficient evidence 
of insurance maintenance. A copy of the 
fidelity bond(s) should be filed in the 
borrower’s case file. Insurance 
requirements will not normally be over 
and above those proposed by the 
borrower provided coverage is found to 
be adequate, and in accordance with the 
following: 

(i) Property insurance. Fire and 
extended coverage may be required on 
all aboveground structures, including 
borrower-owned equipment and 
machinery boused therein* usually in the 
amount of their replacement value. This 
does not apply to water reservoirs, 
standpipes, elevated tanks, and other 
noncombustible materials used in 
treatment plants, clearwells. 
clarification units* filters, and the like. 
Property insurance on subsurface lift 
stations is not required except for the 
value of the pumping equipment and 
electrical equipment therein. 

(ii) Flood insurance. Facilities located 
in special flood and mudslide prone 
areas must comply with the eligibility 
and insurance requirements of Subpart 
B of Part 1806 of this chapter (FmHA 
Instruction 426.2J. 


(iii) Worker's compensation. The 
borrower will carry worker's 
compensation insurance for all of its 
employees in accordance with 
applicable State laws. 

(iv) Liability and property damage 
insurance. Requirements for Liability 
insurance will be carefully and 
thoroughly considered in connection 
with each project financed. Public 
liability and property damage insurance 
amounts will be established 
accordingly. It the borrower owns 
trucks, tractors, or other vehicles that 
are driven over public highways, public 
liability and property damage insurance 
will be required. 

(v) Malpractice insurance . The need 
and requirements for malpractice 
insurance will be carefully and 
thoroughly considered in connection 
with each health care facility financed. 
The applicant will maintain such 
insurance as determined necessary by 
the governing body, with the advice of 
the applicant's attorney and 
concurrence of FmHA. 

(vi) Fidelity bonds. The borrower will 
provide fidelity bond coverage for the 
positions of persons entrusted with the 
receipt and disbursement of its funds 
and the custody of valuable property. 
The amount of the bond will be at least 
equal to the maximum amount of money 
that the borrower will have on hand at 
any one time, exclusive of loan funds 
deposited in a supervised bank account. 
Unless prohibited by State law. the 
United States, acting through the 
Fanners Home Administration, will be 
named as co-obligee in the bond. 
Corporate fidelity bonds will be 
obtained except that in unusual 
circumstances FmHA may give prior 
approval to cash bonds. Form FmHA 
440-24, "Position Fidelity Schedule 
Bond." may be used. A certified power- 
of-attamey with effective date will be 
attached to each bond 

(4) Acquisition of land, easements, 
water rights, and existing facilities. 
Applicants are responsible far 
acquisition of all property rights 
necessary for the project and will 
determine that prices paid are 
reasonable and fair. FmHA may require 
an appraisal by an independent 
appraiser or FmHA employee. 

(i) Title far land rights-of-way. 
easements, or existing facilities. The 
applicant must certify and provide a 
legal opinion relative to the title to 
rights-of-way and easements. Form 
FmHA 442-21. "Rights-of-Way 
Certificate." and Form FmHA 442-22, 
"Opinion of Counsel Relative to Rights- 
of-Way." may be used. 

(A) Rights-of-way and easements. 
Applicants are responsible for and will 


obtain valid continuous and adequate 
rights-of-way and easements needed for 
the construction, operation, and 
maintenance of the facility. Form FmliA 
442-20, "Right-of-Way Easement," may 
be used. When a site is for major 
structures for utility-type facilities such 
as a reservoir or pumping station and 
the applicant is able to obtain only a 
right-of-way or easement on such a site 
rather than a fee simple title, the 
applicant will furnish a title report 
thereon by the applicant's attorney 
showing ownership of the land and all 
mortgages or other lien defects, 
restrictions, or encumbrances, if any. It 
is the responsibility of the applicant to 
obtain and record such releases, 
consents or subordinations to such 
property rights from holders of 
outstanding liens or other instruments ai 
may be necessary for the construction, 
operation, and maintenance of the 
facility and give FmHA the required 
security. 

(B) Title for land or existing facilities. 
Title to land essential to the successful 
operation of facilities or title to facilities 
being purchased must not contain any 
restrictions that will adversely affect the 
suitability, successful operation, security 
value, or transferability of the facility. 
Title opinions must be provided by the 
applicant's attorney. The opinions must 
be in sufficient detail to assess 
marketability of the property. Form 
FmHA 427-9. "Preliminary Tide 
Opinion," and Form FmHA 427-10. 
"final Title Opinion," may be used to 
provide the required tide opinions. If 
other forms are used they roust be 
reviewed and approved by FmHA «jad 
OCC 

(/) In lieu of receiving tide opinions 
from the applicant’s attorney, the 
applicant may use a tide insurance 
company. If a tide insurance company is 
used, the company must provide FmHA 
a tide insurance binder, disclosing all 
title defects or restrictions, and includt 
a commitment to issue a title insurance 
policy. The policy should be In an 
amount at least equal to the market 
value of the property as improved. 1 he 
title insurance binder and commitment 
should be provided to FmHA prior I a 
requesting closing instructions. FmHA 
will be provided a tide insurance policy 
which will insure FinHA’s interest in the 
property without any tide defects or 
restrictions which have not been waived 
by FmHA. 

(2) The loan approval official may 
waive title defects or restrictions, such 
as utility easements, that do not 
adversely affect the suitability, 
successful operation, security value, or 
transferability of the facility. If the 
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District Director is the loan approval 
official and is unable to waive the defect 
or restriction, the title opinion or title 
insurance binder will be forwarded to 
the State Director. If the State Director, 
with the advice of the OGC, determines 
that the defect or restriction cannot be 
waived, the defect or restriction must be 
removed. 

(ii) Water rights. When legally 
permissible, an assignment will be taken 
on water rights owned or to be acquired 
by the applicant. The following will be 
furnished as applicable: 

(A) A statement by the applicant's 
attorney regarding the nature of the 
water rights owned or to be acquired by 
the applicant (such as conveyance of 
title, appropriation and decree, 
application and permit, public notice 
and appropriation and use). 

(B) A copy of a contract with another 
company or municipality to supply 
water or stock certificates in another 
company which represents the right to 
receive water. 

(iii) Land purchase contract (A) A 
land purchase contract (known in some 
areas as a contract for deed) is an 
agreement between two or more parties 
which obligates the purchaser to pay the 
purchase price, gives the purchaser the 
rights of immediate possession, control, 
and beneficial use of the property, and 
entitles the purchaser to a deed upon 
paying all or a specified part of the 
purchase price. 

(B) Applicants may obtain land 
through land purchase contracts when 
all of the following conditions are met: 

(/) The applicant has exhausted all 
reasonable means of obtaining outright 
fee simple title to the necessary land. 

[2] The applicant cannot obtain the 
land through condemnation. 

(J) There are not other suitable sites 
available. 

M National Office concurrence is 
obtained in accordance with paragraph 
(j)i*)(iti)(D)(2) of this section. 

(C) The land purchase contract must 
provide for the transfer of ownership by 
the seller without any restrictions, liens 
or other title defects. The contract must 
not contain provisions for future 
advances (except for taxes, insurance, 
or other costs needed to protect the 
security), summary cancellations, 
summary forfeiture, or other clauses that 
may jeopardize the Government's 
interest or the purchaser's ability to pay 
the FmHA loan. The contract must 
provide that if the purchaser fails to 
make payment that FmllA will be given 
01 least 90 days written notice with an 
option to cure the default before the 
contract can be cancelled, terminated or 
foreclosed. Then FmHA must have the 
option of making the payment and 


charging it to the purchaser's account, 
making the payment and taking over the 
ownership of the purchase contract or 
taking any other action necessary to 
protect the Government's interest. 

(D) Prior to loan closing or the 
beginning of construction, whichever 
occurs first, the following actions must 
be taken in the order listed below: 

(7) The land purchase contract and 
any appropriate title opinions must be 
reviewed by the Regional Attorney to 
determine if they are legally sufficient to 
protect the interest of the Government. 

(2) The land purchase contract, the 
Regional Attorney's comments, and the 
State Director's recommendations must 
be submitted to the National Office for 
concurrence. 

(3) The land purchase contract must 
be recorded. 

(5) Lease agreements. Where the right 
of use or control of real property not 
owned by the applicant/borrower is 
essential to the successful operation of 
the facility during the life of the loan, 
such right will be evidenced by written 
agreements or contracts between the 
ownerfs) of the property and the 
applicant/borrower. Lease agreements 
shall not contain provisions for 
restricted use of the site of facility, 
forfeiture or summary cancellation 
clauses and shall provide for the right to 
transfer and lease without restriction. 
Lease agreements will ordinarily be 
written for a term at least equal to the 
terra of the loan. Such lease contracts or 
agreements will be approved by the 
FmHA loan approval official with the 
advice and counsel of the Regional 
Attorney, OGC, as to the legal 
sufficiency of such documents. A copy 
of the lease contract or agreement will 
be included in the loan docket. 

(6) Notes and bonds. Notes and bonds 
will be completed on the date of loan 
closing except for the entry of 
subsequent multiple advances where 
applicable. The amount of each note will 
be in multiples of not less than $100. The 
amount of each bond will ordinarily be 
in multiples of not less than $1,000. 

(i) Form FmHA 440-22. "Promissory 
Note (Association or Organization)." 
will ordinarily be used for loans to 
nonpublic bodies. 

(ii) § 1942.19 contains instructions for 
preparation of notes and bonds 
evidencing indebtedness of public 
bodies. 

(7) Environmental requirements . 
Environmental requirements will be 
documented by FmHA in accordance 
with Subpart G Part 1940 of this chapter. 
The applicant will provide any 
information required. 


(8) Health care facilities. The 
applicant will be responsible for 
obtaining the following documents: 

(i) A statement from the responsible 
State agency certifying that the 
proposed health care facility is not 
inconsistent with the State Medical 
Facilities Plan. 

(ii) A statement from the responsible 
State agency or regional office of the 
Department of Health and Services 
certifying that the proposed facility 
meets the standards in S 1942.18(d)(4). 

(9) Public information. Applicants 
should inform the general public 
regarding the development of any 
proposed project. Any applicant not 
required to obtain authorization by vote 
of its membership or by public 
referendum, to incur the obligations of 
the proposed loan or grant, will hold at 
least one public information meeting. 
The public meeting must be held after 
the preapplication is filed and not later 
than loan approval. The meeting must 
give the citizenry an opportunity to 
become acquainted with the proposed 
project and to comment on such items as 
economic and environmental impacts, 
service area, alternatives to the project, 
or any other issue identified by FmHA. 
The applicant will be required, at least 
10 days prior to the meeting, tq publish a 
notice of the meeting in a newspaper of 
general circulation in the service area, to 
post a public notice at the applicant’s 
principal office, and to notify FmHA. 

The applicant will provide FmHA a 
copy of the published notice and 
minutes of the public meeting. A public 
meeting is not normally required for 
subsequent loans which are needed to 
complete the financing of the project. 

(10) Service through individual 
installation. Community owned water or 
waste disposal systems may provide 
service through individual installations 
or small clusters of users within the 
applicant’s service area. When 
individual installations or small clusters 
are proposed, the loan approval official 
should consider items such as: quantity 
and quality of the individual 
installations that may be developed; 
cost effectiveness of the individual 
facility compared with the initial and 
long term user cost on a central system; 
health and pollution problems 
attributable to individual facilities; 
operational or management problems 
peculiar to individual installations; and 
permit and regulatory agency 
requirements. 

(i) Applicants providing service 
through individual facilities must meet 
the eligibility requirements in 
§ 1942.17(b). 
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(ii) FmHA must approve the form of 
agreement between the owner and 
individual users for the installation, 
operation and payment for individual 

facilities. 

(iii) If taxes or assessments are not 
pledged as security, owners providing 
service through individual facilities must 
obtain security as necessary to assure 
collection of any sum the individual user 
is obligated to pay the owner. 

(iv) Notes representing indebtedness 
owed the owner by a user for an 
individual facility will be scheduled for 
payment over a period not to exceed the 
useful life of the individual facility or 
the loan, whichever is shorter. The 
interest rate will not exceed the interest 
rate charged the owner on the FmHA 
indebtedness. 

(v) Owners providing service through 
individual or cluster facilities must 
obtain: 

(A) Easements for the installation and 
ingress to and egress from the facility; 
and 

(B) An adequate method for denying 
service in the event of nonpayment of 
user fees. 

(11) Funds from other sources. FmHA 
loan funds may be used along with or in 
connection with funds provided by the 
applicant or from other sources. Since 
“matching funds'* is not a requirement 
for FmHA loans, shared revenues may 
be used with FmHA funds for project 
construction. 

(k) Other Federal. Stale, and local 
requirements. Each application shall 
contain the comments, necessary 
certifications and recommendations of 
appropriate regulatory or other agency 
or institution having expertise in the 
planning, operation, and management of 
similar facilities. Proposals for facilities 
financed in whole or in part with FmHA 
funds will be coordinated with 
appropriate Federal. State, and local 
agencies in accordance with the 
following: 

(l) Compliance with special laws and 
regulations. Applicants will be required 
to comply with Federal, State, and local 
laws and any regulatory commission 
rules and regulations pertaining to: 

(1) Organization of the applicant and 
its authority to construct, operate, and 
maintain the proposed facilities: 

(ii) Borrowing money, giving security 
therefore, and raising revenues for the 
repayment thereof. 

(iii) Land use zoning; and 

(iv) Health and sanitation standards 
and design and installation standards 
unless an exception is granted by 
FmHA. 

(2) State Pollution Control or 
Environmental Protection Agency 
Standards. Water and waste disposal 


facilities will be designed, installed, and 
operated in such a manner that they will 
not result in the pollution of water in the 
State in excess of established standards 
and that any effluent will conform with 
appropriate State and Federal Water 
Pollution Control Standards. A 
certification from the appropriate State 
and Federal agencies for water pollution 
control standards will be obtained 
showing that established standards are 
met. 

(3) Consistency with other 
development plans. FmHA financed 
facilities will not be inconsistent with 
any development plans of State, 
multijurisdictionaf areas, counties, or 
municipalities in which the proposed 
project is located. 

(4) State agency regulating water 
rights. Each FmHA financed facility will 
be in compliance with appropriate State 
agency regulations which have control 
of the appropriation, diversion, storage 
and use of water and disposal of excess 
water. All of the rights of any 
landowners, appropriators. or users of 
water from any source will be fully 
honored in all respects as they may be 
affected by facilities to be installed. 

(5) Civil Rights Act of 1964. All 
borrowers are subject to. and facilities 
must be operated in accordance with* 
Title VI of the Civil Rights Act of 1964 
and Subpart E of Part 1901 of this 
chapter, particularly as it relates to 
conducting and reporting of compliance 
reviews. Instruments of conveyance for 
loans and/or grants subject to the Act 
must contain the covenant required by 

5 1901 202(e) of Subpart E of Part 1901 of 
this chapter. 

(6) Title IX of the Education 
Amendments of 1972. No person In the 
United States shall, on the basis of sex. 
be excluded from participation in. be 
denied the benefits of. or be subjected to 
discrimination under any education 
program or education activity receiving 
FmHA financial assistance except as 
otherwise provided for in the Education 
Amendments of Title IX. The FmHA 
State Director will provide guidance and 
technical assistance to carry out the 
intent of this paragraph. 

(7) Section 504 of the Rehabilitation 
Act of 1973. Under section 504 of the 
Rehabilitation Act of 1973, as amended 
(29 U.S.C 794). no handicapped 
individual in the United States shall, 
solely by reason of their handicap, be 
excluded from participation In, be 
denied the benefits of, or be subjected to 
discrimination under any program or 
activity receiving FmHA financial 
assistance. 

(8) Age Discrimination Act of 1975. 

This Act provides that no person in the 
United States shall on the basis of age. 


be excluded from participation in, be 
denied the benefits of. or be subjected to 
discrimination under any program or 
activity receiving Federal financial 
assistance. This Act also applies to 
programs or activities funded under the 
State and Local Fiscal Assistance Act of 
1972 (31 U.S.C. 1221 et. seq,). This Act 
does not apply to: (i) age distinctions 
contained in Federal. State or local 
statutes or ordinances adopted by an 
elected, general purpose legislative body 
which provide benefits or assistance 
based on age; (ii) establish criteria for 
participation in age-related terms; (iii) 
describe intended beneficiaries or target 
groups in age-related terms; and. (iv) 
any employment practice of any 
employer, employment agency, labor 
organization, or any labor-managen^nt 
joint apprenticeship training program 
except for any program or activity 
receiving Federal financial assistance 
for public service employment under the 
Comprehensive Employment and 
Training Act of 1974 (CETA) (29 U.S.G 
801 et seq.). 

(1) Professional services and contract* 
related to the facility —(1) Professional 
services. Applicants will be responsible 
for providing the services necessary to 
plan projects including design of 
facilities, preparation of cost and 
income estimates, development of 
proposals for organization and 
financing, and overall operation and 
maintenance of the facility. Professional 
services of the following may be 
necessary: engineer, architect, attorney 
bond counsel, accountant, auditor, 
appraiser, and financial advisory or 
fiscal agent (if desired by applicant). 
Contracts or other forms of agreement 
between the applicant and its 
professional and technical 
representatives are required and are 
subject to FmHA concurrence. Form 
FmHA 1942-19. “Agreement for 
Engineering Services." may be used 
when appropriate. Guide 20, 

"Agreement for Engineering Services 
(FmHA/EPA—Jointly Funded Projectsf 
may be used on projects jointly funded 
by FmHA and EPA. Guide 14 may be 
used in the preparation of the legal 
services agreement. 

(2) Bond counsel. Unless otherwise 
provided by { 1942.19(b), public bodies 
are required to obtain the service of 
recognized bond counsel in the 
preparation of evidence of indebtedness 

(3) Contracts for other services. 
Contracts or other forms of agreements 
for other services including 
management, operation, and 
maintenance will be developed by the 
applicant and presented to FmHA for 
review and approval. Management 
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[ agreements should provide at least 
I those items in Guide 24. 

I (4) Fees . Fees provided for in 
contracts or agreements shall be 
reasonable. They shall be considered to 
bf reasonable if not in excess of those 
I ordinarily charged by the profession for 
similar work when FmHA financing is 
| not involved. 

(m) Applying for FmHA loans —(1) 

I fteappticQtkm* Applicants desiring 
loans will file Form AD-621, 

*prt application for Federal Assistance/* 
md comments from the appropriate A- 
ttc! aringhouse agency normally with 
the appropriate Fml IA County office. 

I The County Supervisor will immediately 
forward all documents to the District 
Office. The District Director has prime 
responsibility for all community 
program loan making and servicing 
activities within the District. 

(2 Preapplication review. Upon 
receipt of the preapplicatioo, FmHA will 
1 tentatively determine eligibility 
including the likelihood of credit 
tlsewhere at reasonable rates and terms 
and avadobility of FmllA loan funds. 

The determination as to availability of 
other credit will be made after 
considering present rates and terms 
available for similar proposals (not 
necessarily based upon rates and terms 
available from FmHA): the repayment 
potential of the applicant: long-term cost 
to the applicant; and average user or 
other charges. In those cases where 
FmHA determines that loans at 
reasonable rates and terms should be 
available from commercial sources, 

FmHA will notify the applicant so that it 
may apply for such financial assistance. 
Such applicants may be reconsidered for 
FmHA loans upon their presenting 
satisfactory evidence of inability to 
obtain commercial financing at 
reasonable rates und terms. 

(3) Incurring obligations. Applicants 
should not proceed with planning nor 
obligate themselves for expenditures 
until authorized by FmHA. 

(41 Results of preapplication review , 
After FmHA has reviewed the 
P r ?application material and any 
I additional material that may be 
requested. Form AD-622 will be sent to 
applicant Ordinarily the review will 
not exceed 45 days. 

{^ Application conference. Before 
starting to assemble the application and 
after the applicant selects its 
professional and technical 
r^ro&entatives, it should arrange with 
• mHA for an application conference to 
provide a basis for orderly application 
'Utf embly. Fml LA will provide applicants 
*»th a list of documents necessary to 
complete the application. Guide 15 may 


be used for this purpose. Applications 
will be Bled with the District Office. 

(6) Application completion and 
assembling. This 19 the responsibility of 
the applicant with guidance from FmHA. 
The applicant may utilize their 
professional and technical 
representatives or other competent 
sources. 

(7) Review of decision. If an 
application is rejected, the applicant 
may request a review of this decision 
under Subpart B of Part 1900 of this 
chapter. 

(n) Actions prior to loan dosing and 
start of construction —(1) Excess FmHA 
loan and grant funds . If there is a 
significant reduction in project cost, the 
applicant's funding needs will be 
reassessed before loan closing or the 
start of construction, whichever occurs 
first. In such cases applicable FmHA 
forms, the letter of conditions, and other 
items will be revised. Decreases in 
FmHA funds will be based on revised 
project costa and current number of 
users, however, other factors including 
FmHA regulations used at the time of 
loan/grant approval will remain the 
same. Obligated loan or grant funds not 
needed to complete the proposed project 
will be deobligated. 

(2) Loan resolutions. Loan resolutions 
will be adopted by both public and 
otherthan-public bodies using Form 
FmHA 1942-47, “Loan Resolution 
(Public Bodies)/* or Form FmHA 1942-9. 
"Loan Resolution (Security 
Agreement)/' These resolutions 
supplement other provisions in this 
subpart. The applicant will agree: 

(i) To indemnify the Government for 
any payments made or losses suffered 
by the Government on behalf of the 
association. Such indemnification shall 
be payable from the same source of 
funds pledged to pay the bonds or any 
other legally permissible source. 

(») To comply with applicable local. 
State and Federal laws, regulations, and 
ordinances. 

(iii) To provide for the receipt of 
adequate revenues to meet the 
requirements of debt service, operation 
and maintenance, establishment of 
adequate reserves, and to continually 
operate and maintain the fadKry in good 
condition. Except for utility-type 
facilities, free service use may be 
permitted. If free services are extended 
no distinctions will be made in the 
extension of those services because of 
race, color, religion, sex, national origin, 
marital status, or physical or mental 
handicap. 

(iv) To acquire and maintain such 
insurance coverage including fidelity 
bonds, as may be required by the 
Government. 


(v) To establish and maintain such 
books and records relating to the 
operation of the facility and its financial 
affairs and to provide for required audit 
thereof in such a manner as may be 
required by the Government and to 
provide the Government without its 
request, a copy of each such audit and 
to make and forward to the Government 
such additional information and reports 
as it may. from time to time, require. 

(vi) To provide the Government at all 
reasonable times, access to all books 
and records relating to the facility and 
access to the property of the system so 
that the Government may ascertain that 
the association is complying with the 
provisions hereof and of the instruments 
incident to the making or insuring of the 
loan. 

(vii) To provide adequate service to 
ail persons within the service area who 
can feasibly and legally be served and 
to obtain FmHA's concurrence prior to 
refusing new or adequate services to 
such persons. Upon failure of the 
applicant to provide services which are 
feasible and legal, such person shall 
have a direct right of action against the 
applicant organization. 

(viii) To have prepared on its behalf 
and to adopt an ordinance or resolution 
for the issuance of its bonds or notes or 
other debt instruments or other such 
items and in such forms as are required 
by State statutes and as are agreeable 
and acceptable to the CovemmenL 

(ix) To refinance the unpaid balance, 
in whole or in part, of its debt upon the 
request of the Government if at any time 
it should appear to the Government that 
the association is able to refinance its 
bonds by obtaining o loan for such 
purposes from responsible cooperative 
or private sources at reasonable rates 
and terms. 

(x) To provide for. execute, and 
comply with Form FmHA 400-4, 
"Assurance Agreement." and Form 
FmHA 400-1, "Equal Opportunity 
Agreement," including an "Equal 
Opportunity Clause." which is to be 
incorporated in or attached as 8 rider to 
each construction contract and 
subcontract in excess of S10.000. 

(xi) To place the proceeds of the loan 
on deposit in a manner approved by the 
Government. Funds may be deposited In 
institutions insured by the State or 
Federal Government as Invested in 
readily marketable securities backed by 
the full faith and credit of the United 
States. Any income from these accounts 
will be considered as revenues of the 
system. 

(xii) Not to sell transfer, lease, or 
otherwise encumber the facility or any 
portion thereof or interest therein, and 
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not to permit others to do so, without the 
prior written consent of the 
Government. 

(xiiij Not to borrow any money from 
any source, enter into any contract or 
agreement, or incur any other liabilities 
in connection with making 
enlargements, improvements or 
extensions to, or for any other purpose 
in connection with the facility (exclusive 
of normal maintenance) without the 
prior written consent of the Government 
if such undertaking would involve the 
source of funds pledged to repay the 
debt to FmllA. 

(xiv) That upon default in the 
payments of any principal and accrued 
interest on the bonds or in the 
performance of any covenant or 
agreement contained herein or in the 
instruments incident to making or 
insuring the loan, the Government, at its 
option, may: 

(A) Declare the entire principal 
amount then outstanding and accrued 
interest, due and payable; 

(B) For the account of the association 
(payable from the source of funds 
pledged to pay the bonds or notes or any 
other legally permissiable source), incur 
and pay reasonable expenses for repair, 
maintenance and operation of the 
facility and such other reasonable 
expenses as may be necessary to cure 
the cause of default; and/or 

(C) Take possession of the facility, 
repair, maintain and operate, or 
otherwise dispose of the facility. Default 
under the provisions of the resolution or 
any instrument incident to the making or 
insuring of the loan may be construed by 
the Government to constitute default 
under any other instrument held by the 
Government and executed or assumed 
by the association and default under 
any such instrument may be construed 
by the Government to constitute default 
hereunder. 

(3) Interim financing. In all loans 
exceeding $50,000. where funds can be 
borrowed at reasonable interest rates on 
an interim basis from commercial 
sources for the construction period, such 
interim Financing will be obtained so as 
to preclude the necessity for multiple 
advances of FmHA funds. Guide 1 or 
Guide la, as appropriate, may be used 
to inform the private lender of FmHA*s 
commitment. When interim commercial 
financing is used, the application will be 
processed, including obtaining 
construction bids, to the stage where the 
FmllA loan would normally be closed, 
that is immediately prior to the start of 
construction. The FmHA loan should be 
dosed as soon as possible after the 
disbursal of all interim funds. Interim 
Financing may be for a Fixed term 
provided the fixed term does not extend 


beyond the time projected for 
completion of construction. For this 
purpose, a Fixed term is when the 
interim lender cannot be repaid prior to 
the end of the stipulated term of the 
interim instruments. When an FmHA 
Water and Waste Disposal grant is 
included, any interim Financing 
involving a Fixed term must be for the 
total FmHA loan amount. Multiple 
advances may be used in conjunction 
with interim commercial Financing when 
the applicant is unable to obtain 
sufFicient funds through interim 
commercial financing in an amount 
equal to the loan. The FmHA loan 
proceeds (including advances) will be 
used to retire the interim commercial 
indebtedness. Before the FmHA loan is 
closed, the applicant will be required to 
provide FmHA with statements from the 
contractor, engineer, architect, and 
attorney that they have been paid to 
date in accordance with their contracts 
or other agreements and, in the case of 
the contractor, that any suppliers and 
subcontractors have been paid. If such 
statements cannot be obtained, the loan 
may be closed provided: 

(i) Statements to the extent possible 
are obtained; 

(ii) The interest of FmHA can be 
adequately protected and its security 
position is not impaired; and 

(iii) Adequate provisions are made for 
handling the unpaid accounts by 
withholding or escrowing sufFicient 
funds to pay such claims. 

(4) Obtaining dosing instructions . 
After loan approval, the completed 
docket will be reviewed by the State 
Director. The information required by 
OGC will be transmitted to OGC with 
request for closing instructions. Upon 
receipt of the closing instructions from 
OGC, the State Director will forward 
them along with any appropriate 
instructions to the District Director. 

Upon receipt of closing instructions, the 
District Director will discuss with the 
applicant and its architect or engineer, 
attorney, and other appropriate 
representatives, the requirements 
contained therein and any actions 
necessary to proceed with closing. 

(5) Applicant contribution. An 
applicant contributing funds toward the 
project cost shall deposit these funds in 
its construction account on or before 
loan closing or start of construction, 
whichever occurs First. Project costs 
paid prior to the required deposit time 
with applicant funds shall be 
appropriately accounted for. 

(0) Evidence of and disbursement of 
other funds. Applicants expecting funds 
from other sources for use in completing 
projects being partially Financed with 
FmHA funds will present evidence of 


the commitment of these funds from 
such other sources. This evidence will 
be available before loan closing, or the 
start of construction, whichever occurs 
First. Ordinarily, the funds provided by 
the applicant or from other sources will 
be disbursed prior to the use of FmHA 
loan funds. If this is not possible, funds 
will be disbursed on a pro rata basis. 
FmHA funds will not be used to pre* 
Finance funds committed to the project 
from other sources. 

(o) Loan closipg —(1) Closing 
instructions . Loans will be closed in 
accordance with the closing instructions 
issued by OGC. 

(2) Obtaining insurance and fidelity 
bonds. Required property insurance 
policies, liability insurance policies, and 
fidelity bonds will be obtained by the 
time of loan closing or start of 
construction, whichever occurs First. 

(3) Distribution of recorded 
documents. The originals of the recorded 
deeds, easements, permits, certificates 
of water rights, leases, or other 
contracts and similar documents whic h 
are not to be held by FmHA will be 
returned to the borrower. The original 
mortgage(s) and water stock certificates 
if any, if not required by the recorder $ 
office will be retained by FmHA. 

(4) Review of loan closing. In order to 
determine that the loan has been 
properly closed the loan docket will be 
reviewed by the State Director and 
OGC. 

(p) Project monitoring and fund 
delivery during construction —(1) 
Coordination of funding sources. When 
a project is jointly financed, the State 
Director will reach any needed 
agreement or understanding with the 
representatives of the other source of 
funds on distribution of responsibilities 
for handling various aspects of the 
project. These responsibilities will 
include supervision of construction, 
inspections and determinations of 
compliance with appropriate regulations 
concerning equal employment 
opportunities, wage rates, 
nondiscrimination in making services or 
benefits available, and environmental 
compliance. If any problems develop 
which cannot be resolved locally, 
complete information should be sent to 
the National Office for advice. 

(2) Multiple advances . In the event 
interim commercial financing is not 
legally permissible or not available, 
multiple advances of FmHA loan funds 
are required. An exception to this 
requirement may be granted by the 
National Office when a single advance 
is necessitated by State law or public 
exigency, Multiple advances will be 
used only for loans in excess of $5O,0OO 
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Advances will be made only as needed 
to i over disbursements required by the 
borrower over a 30-day period. 

Advances should not exceed 24 in 
number nor extend longer than two 
years beyond loan closing. Normally, 
the retained percentage withheld from 
the contractor to assure construction 
completion will be included in the last 
advance, 

(i) i 1942.19 contains instructions for 
making multiple advances to public 

bodies. 

In) Advances will be requested by the 
borrower in writing. The request should 
be in sufficient amounts to pay cost of 
construction, rights of-way and land, 
legal, engineering, interest and other 
expenses as needed. The applicant may 
use Form FmHA 440-11, “Estimate of 
Funds Needed for 30 Day Period 

Commencing _„ H to show the 

amount of funds needed during the 30- 
day period. 

(iii) FmHA loan funds obligated for a 
specific purpose, such as the paying of 
interest but not needed at the time of 
ban closing will remain in the Finance 
Office until needed unless State statutes 
require nil funds to be delivered to the 
borrower at the time of closing. Loan 
funds may be advanced to prepay costs 
under paragraph (d)(l){lv)[C) of this 
section. If all funds must be delivered to 
the borrower at the time of closing to 
comply with State statutes, funds not 
needed at loan closing will be handled 
as follows: 

(A) Deposited in an appropriate 
borrower account, such as the debt 
serv ice account, or 

(Bl Deposited in a superv ised bank 
account under paragraph (p)(3)fi) of this 
section. 

(3) Use and accountability of funds .— 
(i) Supervised bank account. Loan funds 
and any funds furnished by the 
applicant/borrower to supplement the 
loan including contributions to purchase 
major items of equipment, machinery, 
and furnishings may be deposited in a 
supervised bank account if determined 
necessary as provided in Subpart A of 
Part 1902 of this chapter. 

(ii) Other than supervised bank 
account. If a supervised bank account is 
not used, arrangements will be agreed 
upon for the prior concurrence by FmHA 
of the bills or vouchers upon which 
warrants will be drawn, so that the 
payments from loan funds can be 
controlled and FmHA records kept 
current. If a supervised bank account is 
not used, use Form FmHA 402-2. 

Statement of Deposits and 
Withdrawals." or similar form to 
monitor funds. Periodic reviews of 
J^nsupervised accounts shall be made 
°y FmHA at the times and in the manner 


as FmHA prescribes in the conditions of 
loan approval. State laws regulating the 
depositories to be used shall be 
complied with. 

(iii) Use of minority owned banks. 
Applicants are encouraged to use 
minority banks (a bank which is owned 
at least 50 percent by minority group 
members) for the deposit and 
disbursement of funds. A list of minority 
owned banks can be obtained from the 
Office of Minority Business Enterprise. 
Department of Commerce, Washington. 
D.C. 20230 and is also available in all 
FmHA offices. 

(4) Development inspections. The 
District Director will be responsible for 
monitoring the construction of all 
projects being financed, wholly or in 
part, with FmHA funds. Technical 
assistance will be provided by the State 
Director's staff. Project monitoring will 
include construction inspections and a 
review of each project inspection report, 
each change order and each partial 
payment estimate and other invoices 
such as payment for engineering/ 
architectural and legal fees and other 
materials determined necessary to 
effectively monitor each project. These 
activities will not be performed on 
behalf of the applicant/borrower. but 
are solely for the benefit of FmHA and 
In no way are intended to relieve the 
applicant/borrower of corresponding 
obligations to conduct similar 
monitoring and inspection activities. 
Project monitoring will include periodic 
inspections to review partial payment 
estimates prior to their approval and to 
review project development in 
accordance with plans and 
specifications. Each inspection will be 
recorded using Form FmHA 424-12. 
“Inspection Report." The original Form 
FmHA 424-12 will be filed in the project 
case folder and a copy furnished to the 
State Director. The State Director will 
review inspection reports and will 
determine that the project is being 
effectively monitored. In all cases where 
the governing body has entered into an 
agreement for technical services with an 
engineer/architect or if such services 
are being made available by another 
Federal or State agency, the District 
Director is authorized to review partial 
payment estimates prepared by the 
project engineer/architect and accept 
them for payments after approval by the 
borrower. Each such payment estimate 
will contain a certification by the project 
engineer or architect that all material 
purchased and all work performed is in 
accordance with the plans and 
specifications. When there is no project 
engineer or architect, the District 
Director may review and accept 
estimates for payments which have been 


approved by the borrower after 
determining that funds are requested for 
authorized purposes. If there is any 
indication that construction is not being 
completed in accordance with the plans 
and specifications or that any other 
problems exist, the District Director 
should notify the State Director 
immediately and withhold all payments 
on the contract. 

(5) Payment for construction. Each 
payment for project costs must be 
approved by the borrower's governing 
body. Payment for construction must be 
for amounts shown on payment estimate 
forms. Form FmHA 424-18, “Partial 
Payment Estimate," may be used for this 
purpose or other similar forms may be 
used with the prior approval of the State 
Director or designee. However, the State 
Director or designee cannot require a 
greater reporting burden than is required 
by Form FmHA 424-18. Advances for 
contract retainage will not be made until 
such retainage is due and payable under 
the terms of the contract. 11m review 
and acceptance of project costs, 
including construction partial payment 
estimates by FmHA, docs not attest to 
the correctness of the amounts, the 
quantities shown, or that the work has 
been performed under the terms of 
agreements or contracts. 

(6) Use of remaining funds. Funds 
remaining after ail costs incident to the 
basic project have been paid or 
provided for will not include applicant 
contributions. Applicant contributions 
will be considered as funds initially 
expended for the project. Funds 
remaining, with exception of applicant 
contributions, may be considered in 
direct proportion to the amount obtained 
from each source. Remaining funds will 
be handled as follows: 

(I) FmHA loan and/or grant funds. 
Remaining funds may be used for 
purposes authorized by paragraph (d) of 
this section and J 1942.354 of Subpart H 
of Part 1942 of this chapter, provided the 
use will not result in major changes to 
the facility design or project and that the 
purpose of the loan and/or grant 
remains the same. 

(a) On projects that only involve an 
FmHA loan and no FmHA grant, funds 
that are not needed will be applied as 
an extra payment on the FmHA 
indebtedness unless other disposition is 
required by the bond ordinance, 
resolution, or State statute. 

(B) On projects that involve an FmHA 
grant, all remaining FmHA funds will be 
considered to be grant funds up to the 
full amount of the grant. Grant funds not 
expended under paragraph (p)(6)(i) of 
this section will be deobligated. 
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(ii) Funds from other sources. Funds 
remaining from other sources will be 
handled according to rules, regulations 
and/or the agreement governing their 
participation in the project. 

(q) Borrower accounting methods , 
management reporting and audits —(1) 
Accounting methods and records. —(i) 
Method of accounting and financial 
statements. Financial statements must 
be prepared on the accrual basis of 
accounting unless State statutes or 
regulatory agencies provide otherwise, 
or an exception is made by FmHA. This 
requirement is for accrual basis 
financial statements and not for accrual 
basis accounting systems. Organizations 
may keep their books on an accounting 
basis other than accrual and then make 
adjustments so that the financial 
statements are presented on the accrual 
basis. 

(ii) Approval requirement. Before loan 
closing of start of construction, 
whichever is first, each borrower shall 
provide to, and obtain approval from the 
FmHA loan approval official for its 
accounting and financial reporting 
system, including the agreement with its 
auditor, if an auditor is required. 

(iii) Records. Form FmHA 1930-5, 
“Bookkeeping System—Small 
Borrower/* may be used by small 
organizations as a method of recording 
and maintaining accounting 
transactions. 

(iv) Record retention. Each borrower 
shall retain all records, books, and 
supporting material for 3 years after the 
issuance of the audit reports and 
financial statements. Upon request, this 
material will be made available to 
FmHA. the Comptroller General, or to 
their representatives. 

(2) Management reports. These 
reports will furnish the management 
with a means of evaluating prior 
decisions and serve as a basis for 
planning future operations and financial 
conditions. In those cases where 
revenues from multiple sources are 
pledged as security for an FmHA loan, 
two reports will be required; one for the 
project being financed by FmHA and 
one combining the entire operation of 
the borrower In those cases where 
FmHA loans are secured by general 
obligation bonds or assessments and the 
borrower combines revenues from all 
sources, one management report 
combining all such revenues will suffice. 
The following management data will be 
submitted by the borrower to the FmHA 
District Director. 

(i) Financial information. (A) Form 
FmHA 442-2, “Statement of Budget. 
Income and Equity,** which includes 
Schedule 1. “Statement of Budget. 
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Income and Equity" and Schedule 2. 
"Projected Cash Flow/* 

(B) Prior to the beginning of each 
fiscal year, two copies, with data 
entered in column three only of page 
one. annual budget of Schedule 1 and all 
of Schedule 2. will be submitted to the 
District Director. Twenty (20) days after 
the end of each of the first three quarters 
of each year, two copies with all 
information furnished on Schedule 1 will 
be submitted. For the fourth quarter of 
each year, submit together with the 
year-end financial requirements of 
paragraphs (q) (4) and (5) of this section. 
More frequent submissions may be 
required by FmHA when necessary. The 
submission dates to the District Director 
will be 90 days following year-end for 
audited statements and 60 days 
following year-end for unaudited 
statements. The fourth quarter 
submission may serve the dual purpose 
of management report and year-end 
financial requirement for Statement of 
Income. 

(ii) Additional information. (A) A list 
of the names and addresses of all 
members of the governing body as 
appropriate, also indicating the officers 
and their terms of office, will be 
included with the other information 
required at the end of the year. 

(B) Borrowers delinquent on payment 
to FmHA or experiencing financial 
problems, will develop a positive action 
plan to resolve financial problems. The 
plan will be reviewed with FmHA and 
updated at least quarterly. Guide 22 may 
be used for developing a positive action 
plan. 

(3) Substitute for management reports. 
When FmHA loans are secured by the 
general obligation of the public body or 
tax assessments which total 100 percent 
of the debt service requirements, the 
State Director may authorize an annual 
audit to substitute for other management 
reports. 

(4) Borrowers required to hove 
aduits —(i) Audit requirements —(A) 
Annual audits. Audits are required each 
year from; 

(7) Borrowers w hose gross annual 
income exceeds $100,000. 

[2] Others as FmHA State Director 
may require. 

(B) Audit guide. Audits will be 
prepared in accordance with the 
requirements of the handbook. 
"Instructions to Independent Certified 
Public Accountants and Licensed Public 
Accountants Performing Audits of 
Farmers Home Administration 
Borrowers and Grantees." The 
handbook is available at all FmHA 
officers. 

(C) Independent public accountant 
defined. Audits shall be conducted in 


accordance with generally accepted 
auditing standards by independent 
certified public accountants or by 
independent licensed public accountants 
licensed on or before December 31,1970, 
who are certified or licensed by a 
regulatory authority of a State or other 
political subdivision of the United 
States. 

(ii) Public body borrowers. Audit 
reports prepared in accordance with 
State statutes or regulatory agencies are 
acceptable provided they contain the 
financial information necessary and are 
prepared on a frequency sufficient to 
furnish borrowers and FmHA the 
information for proper loan analysis. A 
copy of the audit report will be 
submitted to the District Director as 
soon as possible but in no case later 
than 90 days following the period 
covered by the audit. Public bodies 
should refer to the FmHA audit guide for 
further information and guidance. 

(iii) Other borrowers. Borrowers other 
than public bodies and public bodies 
where the State has no audit 
requirements are requested to have their 
records audited by an independent 
public accountant on an annual basis. A 
copy of the audit report will be 
submitted to the District Director as 
soon as possible but in no case later 
than ninety (90) days following the 
period covered by the audit. 

(5) Borrowers not required to have 
audits. Borrowers whose gross annual 
income for a full year of operation is 
less than $100,000 and who do not have 
an annual audit made by an 
independent public accountant, will 
within 60 days following the end of each 
fiscal year, furnish the FmHA with 
annual financial statements, consisting 
of a verification of the organization's 
balance sheet and statement of income 
and expense by an appropriate official 
of the organization. Forms FmHA 442-2 
and FmHA 442-3 may be used. For 
borrowers using Form FmHA 442-2, the 
dual purpose of fourth quarter 
management reports, when required, 
and annual statements of income will be 
met with this one submission. 

(r) FmHA actions for borrower 
supervision and servicing— (1) 
Management assistance and 
management reports. Management 
assistance will be based on such factors 
as observation of borrower operations 
and review of the periodic financial 
reports. The amount and type of 
assistance provided will be that needed 
to assure borrower success and 
compliance with its agreements with 
FmHA. 

(i) The District Director is responsible 
for obtaining all management report 
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data from the borrower and promptly 
reviewing and making any necessary 
recommendations to the borrower 
within 40 calendar days. However, after 
receiving management reports for 
borrowers whose FmHA indebtedness 
exceeds $500,000 and for delinquent and 
problem case borrowers, the District 
Director will forward them with 
comments to the State Director for 
review. 

(ii) District Director reviews of 
borrower operations. (A) A review of 
the borrower's total operational and 
management practices, including 
records and accounts to be maintained, 
will be made between the beginning of 
the ninth and the end of the eleventh full 
month of the first year of operation. A 
report will be made to the State Director 
by sending a copy of Form FmHA 442-4. 
"District Director Report." Earlier 
reviews will be made when needed to 
resolve operational and management 
problems that may arise. 

(D) Subsequent reviews will be mode 
for all delinquent and other borrowers 
having financial problems and reported 
to the State Director by a copy of Form 
FmHA 442-4. These borrowers will 
adopt a positive action plan (see Guide 
22). The plan will be reviewed quarterly 
by the District Director until the 
delinquency is eliminated or other 
servicing actions are recommended. 

(C) The District Director may. after 
the end of the borrower's third fiscal 
year of operation, exempt it from 
submitting management reports 
provided it: 

(/) Is current on its loan payments. 

[2] Is meeting the conditions of its 
agreements with FmHA. 

(J) Has demonstrated its ability to 
successfully operate and manage the 
organization and has not obtained 
subsequent loans in the last 3 years 
which have significantly altered the 
scope of the project. 

(4) Has the Slate Director's written 
concurrence for all borrowers whose 
FmHA indebtedness exceeds $500,000. 

P) Borrowers qualifying for this 
exemption will still be required to 
submit a copy of its audits or annual 
financial statements. 

U ) Ordinarily and exception will not 
be made to the requirement for the 
borrower to submit a copy of its unnual 
budget. 

(F) The District Director or State 
Birector may reinstate the requirements 
for submission for periodic management 
reports for those borrowers who became 
delinquent or otherwise are not carrying 
out their agreements with FmHA or 
squire more frequent submission of 
m amigement reports. This requirement 
W, N be reinstated for borrowers 


receiving a subsequent loan which will 
significantly alter the scope of the 
project. 

(G) The District Director may accept 
management reports which are not 
prepared on page 1 of Form FmHA 442-2 
Schedule 1 but contain like information. 
However, page 2 of this form must be 
used by all borrowers required to 
furnish management reports. 

(lit) The State Director is responsible 
for. 

* (A) The review of the District 
Director’s submission for all borrowers 
whose indebtedness exceeds $500,000. 
The State Director will forward 
comments to the District Director in 
order that a response, if necessary, can 
tie sent to the borrower within 40 
calendar days after the borrower's 
submission of its management reports. 

(B) The review of all delinquent and 
problem case borrower management 
reports. Ordinarily, review findings and 
instructions regarding further 
management assistance will be 
determined within 20 calendar days of 
submission for delinquent and problem 
borrowers. 

(C) Forwarding to the National Office 
copies of review findings, instructions 
for further assistance, and positive 
action plans on delinquent borrowers 
and borrowers experiencing financial 
problems. 

(2) Audits and financial statements — 
(i) The District Director is responsible 
for obtaining all audit reports and 
financial statements from the borrower. 
Those received from borrowers whose 
FmHA indebtedness exceeds $500,000 
and from delinquent and problem case 
borrowers will be promptly reviewed 
and forwarded to the State Director with 
appropriate comments. 

(ii) The District Director is 
responsible for the review of audits and 
financial statements and for 
recommendations and instructions for 
borrower assistance. For borrowers 
required to have audits, the District 
Director will review each audit for 
conformance with "Instructions to 
Independent Certified Public 
Accountants and Licensed Public 
Accountants Performing Audits for 
FmHA Borrowers and Grantees." The 
borrower will be required to furnish any 
additional information necessary to 
satisfy the audit requirement. Guide 21 
may be used in the audit review process. 

(iii) The State Director is responsible 
for the review of audits of borrowers 
whose indebtedness exceeds $500,000 
and delinquent and problem case 
borrowers. The State Director may 
recommend to the District Director any 
necessary actions to be taken. 


(3) Security inspections . A 
representative of the borrower will 
ordinarily accompany the District 
Director during each inspection. 

(i) Post construction inspection . The 
District Director will inspect each 
facility between the beginning of the 
ninth and the end of the eleventh full 
month of the first year of operation. This 
will normally coincide with the District 
Director's review of the borrower's total 
operational and management practices 
described in paragraph (r)(l)(ii)(A) of 
this section. The results of this 
inspection will be reported to the State 
Director on Form FmHA 424-12. Earlier 
inspections will be made when 
operational or other problems indicate a 
need. The State Director will provide 
guidance to the District Director to 
assure that action will be taken to 
correct project deficiencies* 

(ii) Subsequent inspections. The 
District Director will make subsequent 
inspections of borrower security 
property and facilities during each third 
year after the post construction 
inspection. The results of this inspection 
will be reported to the State Director on 
Form FmHA 424-12. 

(iii) Special inspections. The District 
Director may request, or the State 
Director may determine, the need for a 
member of the State staff to make 
certain security inspections. In such 
cases, the State Director will detail a 
staff member to make such inspections. 

(iv) Follow-up inspections. If any 
inspection discloses deficiencies or 
exceptions, or otherwise indicates a 
need for subsequent inspections prior to 
the third year, the State Director will 
prescribe the type and frequency of 
follow-up inspections. These inspections 
will be made until oil deficiencies and 
exceptions have been corrected. 

(4) Civil rights compliance reviews 
will be performed under Subpart E of 
Part 1901 of this chapter for the life of 
the loan. 

(5) Other loan servicing actions will 
be in accordance with Subpart E of Part 
1951 of this chapter. 

(s) Loans under Pub. L. 98S 
(Emergency fobs Bill). Each Finl IA 
project that is funded utilizing FmHA 
loan funds authorized by the Pub. L 98- 
8 [Emergency Jobs Bill), will also comply 
with i 1942.372 (b) and (c) of Subpnrt 11 
of Part 1942 of this chapter. 

§ 1942.18 Community Facilities—Planning. 
Bidding, Contracting, Constructing. 

(a) General. This section is 
specifically designed for use by owners 
including the professional or technical 
consultants and/or agents who provide 
assistance and services such os 
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architectural, engineering, inspection, 
financial, legal or other services related 
to planning, bidding, contracting, and 
constructing community facilities. These 
procedures do not relieve the owner of 
the contractual obligations that arise 
from the procurement of these services. 
For this section, an owner is defined as 
an applicant, borrower, or grantee. 

(bj Technical services. Owners are 
responsible for providing the 
engineering or architectural services 
necessary for planning, designing, 
bidding, contracting, inspecting, and 
constructing their facilities. Services 
may be provided by the owner's "in 
house” engineer or architect or through 
contract subject to FmHA concurrence. 
Architects and engineers must be 
licensed in the State where the facility is 
to be constucted. 

(c) Preliminary reports. Preliminary 
architectural and engineering reports 
must conform with customary 
professional standards. Preliminary 
report guidelines for water, sanitary 
sewer, solid waste, storm sewer, and 
other essential community facilities are 
available from FmHA. 

(d) Design policies. Facilities financed 
by FmHA will be designed and 
constructed in accordance with sound 
engineering and architectural practices, 
and must meet the requirements of 
Federal. State and local agencies. 

(1) Natural resources. Facility 
planning should be responsive to the 
owner’s needs and should consider the 
long-term economic, social and 
environmental needs as set forth in this 
section. FmHA's environmental 
considerations are under Subpart G of 
Part 1940 of this chapter. 

(i) Floodplains and wetlands. 

Facilities must avoid, to the extent 
possible, the long- and short-term 
adverse impacts associated with the 
occupancy and modification of 
floodplains and wetlands, and avoid 
direct or indirect support of floodplain 
and wetland development whenever 
there is a practicable alternative. This 
subject is more fully discussed in 
F.xecutive Order 11988, Executive Order 
11990. and Water Resources Council's 
Floodplain Management Guidelines (43 
FR 6030) which is available in all FmHA 
offices. Facilities located in special flood 
and mudslide prone areas must comply 
with FmHA's eligibility and insurance 
requirements in Subpart B of Part 1806 
of this chapter (FmHA Instruction 426.2). 

(H) Coastal Zone Management. 
Facilities shall be designed and 
constructed in a manner consistent with 
approved State management programs, 
under the Coastal Zone Management 
Act of 1972 (Pub. L 92-583 Section 307 
(c)(1) and (2)) as supplemented by the 


Department of Commerce regulations 15 
CFR Part 930. 

(iii) Wild and Scenic Rivers. Facilities 
shall be designed and constructed in 
order that designated wild and scenic 
rivers be preserved in free-flowing 
condition and that they and their 
immediate environments be protected 
for the benefit and enjoyment of present 
and future generations under the Wild 
and Scenic Rivers Act of 1978 (Pub. L 
95-625). 

(iv) Endangered species. Facilities 
shall be designed and constructed in a 
manner to conserve, to the extent 
practicable, the various endangered and 
threatened species of fish or wildlife 
and plants, and will not jeopardize their 
continued existence and will not result 
in destruction or modification of the 
habitat of species in the Endangered 
Species Act of 1973 (Pub. L 93-205). 

(2) Historic preservation. Facilities 
should be designed and constructed in a 
manner which will contribute to the 
preservation and enhancement of sites, 
structures, and objects of historical, 
architectural, and archaeological 
significance. Ail facilities must comply 
with the National Historic Preservation 
Act of 1986 (16 U.S.C 470) as 
supplemented by 36 CFR Port 800 and 
Executive Order 11593, "Protection and 
Enhancement of the Cultural 
Environment,” Subpart F of Part 1901 of 
this chapter sets forth procedures for the 
protection of Historic and 
Archaeological Properties. 

(3) Architectural barriers. All 
facilities intended for or accessible to 
the public or in which physically 
handicapped persons may be employed 
or reside must be developed in 
compliance with the Architectural 
Barriers Act of 1968 (Pub. L 90-480) as 
implemented by the General Services 
Administration regulations 41 CFR 101- 
19.8 and Section 504 of the 
Rehabilitation Act of 1973 (Pub. L 93- 
112) as implemented by 7 CFR Parts 15 
and 15b. 

(4) Health care facilities. The 
proposed facility must meet the 
minimum standards for design and 
construction contained in the Public 
Health Service/ Health Resources and 
Services Administration (PHS/HRS). 
Health and Human Services Publication 
No. (HRS-M-HF) 84-1. "Guidelines for 
Construction and Equipment for 
Hospital and Medical Facilities.'* The 
facility must also meet the li/e/safety 
aspects of the 1981 edition of the 
National Fire Protection Association 
(NFPA) 101 Life Safety Code, or any 
subsequent codes that may be 
designated by the Secretary of 11HS. 
Under S 1942.17(j)(8)(ii) of this subpart. a 
statement by the responsible regulatory 


agency that the facility meets the above 
standards will be required. Any 
exceptions must have prior National 
Office concurrence. 

(5) Energy conservation. Facility 
design should consider cost effective 
energy saving measures or devices. 

(6) Lead base paints . Lead base paints 
shall not be used in facilities designed 
for human habitation. Owners must 
comply with the Lead Base Paints 
Poisoning and Prevention Act of 1971 (42 
U.S.C. 4801) and the National Consumer 
Health Information and Health 
Promotion Act of 1978 (Pub. L 94-317) 
with reference to paint specifications 
used according to Exhibit H of Subpart 
A of Part 1924 of this chapter. 

(7) Fire protection. Water facilities 
must have sufficient capacity to provide 
reasonable fire protection to the extent 
practicable. 

(8) Growth capacity . Facilities must 
have sufficient capacity to provide for 
reasonable growth to the extent 
practicable. 

(9) Water conservation. Owners are 
encouraged, when economically 
feasible, to incorporate water 
conservation practices into a facility’s 
design. For existing water systems, 
evidence must be provided showing that 
the distribution system water losses do 
not exceed reasonable levels. 

(10) Water quality. All water facilities 
must meet the requirements of the Safe 
Drinking Water Act (Pub. L. 93-523) and 
provide water of a quality that meets t ht 
current Interim Primary Drinking Water 
Regulations (40 CFR Part 141), 

(11) Combined sewers. New combined 
sanitary and storm water sewer 
facilities will not be financed by FmHA. 
Extensions to existing combined 
systems can only be financed when 
separate systems are impractical. 

(12) Compliance . All facilities must 
meet the requirements of Federal. State, 
and local agencies having the 
appropriate jurisdiction. 

(13) Dam safety. Projects involving 
any artificial barrier which impounds or 
diverts water, or the rehabilitation or 
improvement of such a barrier, should 
comply with the provisions for dam 
safety as discussed in the Federal 
Guidelines for Dam Safety (Government 
Printing Office stock No. 041-001-00187- 
5) as prepared by the Federal 
Coordinating Council for Science. 
Engineering and Technology. 

(14) Pipe. All pipe used shall meet 
current American Society for Testing 
Materials (ASTM) or American Water 
Works Association (AWWA) standard!. 

(15) Water system testing. For new 
water systems or extensions to existing 
water systems, leakage shall not exceed 








Federal Register / Vol. 50, No. 36 / Friday, February 22, 1965 / Rules and Regulations 


7319 


10 gallons per inch of pipe diameter per 
mile of pipe per 24 hours when tested at 
lMi times the working pressure or rated 
pn ^sure of the pipe, whichever is 

greater. 

(16) Metering devices . Water facilities 
financed by FmHA will have metering 
devices for each connection. An 
exception to this requirement may be 
granted by the FmHA State Director 
when the owner demonstrates that 
installation of metering devices would 
be a significant economic detriment and 
that environmental consideration would 
not be adversely affected by not 
installing such devices. 

(e) Construction contracts . Contract 
documents must be sufficiently 
dtscriptive and legally binding in order 
to accomplish the work as economically 
•rid expeditiously as possible. 

(1) Standard construction contract 
documents are available from FmHA. 
When FmHA's standard construction 
contract documents are used, it will 
normally not be necessary for the Office 
of the General Counsel (OGC) to 
jwrform a detailed legal review. If the 
construction contract documents utilized 
are not in the format of guide forms 
previously approved by FmHA. OCCs 
review of the construction contract 
documents will be obtained prior to 
their use. 

(21 Contract review and approval. The 
owner's attorney will review the 
executed contract documents, including 
performance and payment bonds, and 
will certify that they are adequate, and 
that the persons executing these 
documents have been properly 
authorized to do so. The contract 
documents, bids bonds, and bid 
tabulation sheets will be forwarded to 
FmHA for approval prior to awarding. 

All contracts will contain a provision 
that they are not in full force and effect 
until they have been approved by 
FmHA. The FmHA State Director or 
designee Is responsible for approving 
construction contracts with the legal 
advice and guidance of the OGC when 
necesnary. 

(3) Softaraio contracts. Arrangements 
which split responsibility of contractors 
(separate contracts for labor and 
material, extensive subcontracting and 
multiplicity of small contracts on the 
wme job), should be avoided whenever 
•t is practical to do so. Contracts may be 
awarded to suppliers or manufacturers 
* Qr furnishing and installing certain 
‘terns which have been designed by the 
manufacturer and delivered to the job 
in a finished or semifinished state 
m h as prefabricated buildings and lift 
itations. Contracts may also be 
I awards for material delivered to the 


job site and installed by a patented 
process or method. 

(0 Utility purchase contracts. 
Applicants proposing to purchase water 
or other utility service from private or 
public sources shall have written 
contracts for supply or service which are 
reviewed and approved by the FmHA 
State Director or designee. To the extent 
practical. FmHA review and approval of 
such contracts should take place prior to 
their execution by the owner. Form 
FmHA 442-30. "Water Purchase 
Contract" may be used when 
appropriate. If the FmHA loan will be 
repaid from system revenues, the 
contract will be pledged to FmHA as 
part of the security for the loan. Such 
contracts will: 

(I) Include a commitment by the 
supplier to furnish, at a specified point, 
an adequate quantity of water or other 
service and provide that, in case of 
shortages, all of the supplier's users will 
proportionately share shortages. If it is 
impossible to obtain a firm commitment 
for either an adequate quantity or 
sharing shortages proportionately, a 
contract may be executed and approved 
provided adequate evidence is furnished 
to enable FmHA to make a 
determination that the supplier has 
adequate supply and/or treatment 
facilities to furnish its other users and 
the applicant for the foreseeable future; 
and 

(1) The supplier is subject to 
regulations of the Federal Energy 
Regulatory Commission or other Federal 
or State agency whose jurisdiction can 
be expected to prevent unwarranted 
curtailment of supply; or 

(ii) A suitable alternative supply could 
be arranged within the repayment 
ability of the borrower if it should 
become necessary; or 

(iii) Prior approval is obtained from 
the National Office. The following 
information should be submitted to the 
National Office: 

(A) Transmittal memorandum 
including: 

(/) Alternative supplies considered; 
and 

(2) Recommendations and comments; 
and 

(3) Any other necessary supporting 
information. 

(B) Copies of the following: 

(/) Proposed letter of conditions; and 

(2) Form FmHA 442-7, ‘‘Operating 
Budget'*; and 

(J) Form FmHA 442-3. "Balance 
Sheet"; and 

(4) Preliminary Engineering Report; 
and 

(5) Proposed Contract. 

(C) Owner and FmHA engineer's 
comments and recommendations. 


(D) Documentation and statement 
from the supplier that it has an adequate 
supply and treatment facilities available 
to meet the needs of its users and the 
owner for the foreseeable future. 

(2) Set out the ownership and 
maintenance responsibilities of the 
respective parties including the master 
meter if a meter is installed at the point 
of delivery. 

(3) Specify the initial rates and 
provide some kind of escalator clause 
which will permit rates for the 
association to be raised or lowered 
proportionately as certain specified 
rates for the supplier's regular customers 
are raised or lowered. Provisions may 
be made for altering rates in accordance 
with the decisions of the appropriate 
State agency which may have regulatory 
authority. 

(4) Run for a period of time which is at 
least equal to the repayment period of 
the loan. State Directors may approve 
contracts for shorter periods of time if 
the supplier cannot legally contract for 
such period, or if the owner and supplier 
find it impossible or impractical to 
negotiate a contract for the maximum 
period permissible under State law. 
provided: 

(i) The supplier is subject to 
regulations of the Federal Energy 
Regulatory Commission or other Federal 
or State agency whose jurisdiction can 
be expected to prevent unwarranted 
curtailment of supply; or 

(ii) The contract contains adequate 
provisions for renewal: or 

(iii) A determination is made that in 
the event the contract is terminated, 
there are or will be other adequate 
sourcos available to the owner that can 
feasibly be developed or purchased. 

(5) Set out in detail the amount of 
connection or demand charges, if any. to 
be made by the supplier as a condition 
to making the service available to the 
owner. However, the payment of such 
charges from loan funds shall not be 
approved unless FmHA determines that 
it is more feasible and economical for 
the owner to pay such a connection 
charge than it is for the owner to 
provide the necessary supply by other 
means. 

(6) Provide for a pledge of the contract 
to FmHA 09 part of the security for the 
loan. 

(7) Not contain provisions for 

(i) Construction of facilities which will 
be owned by the supplier. This does not 
preclude the use of money paid as a 
connection charge for construction to be 
done by the supplier. 

(Ii) Options for the future sale or 
trunsfer. This does not preclude an 
agreement recognizing that the supplier 
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and owner may at some future date 
agree to a sale of all or a portion of the 
facility. 

(g) Sewage treatment contracts. 
Owners preparing to enter into a 
contract with private or public sources 
to treat sewage shall have written 
contracts for such service and all such 
contracts are subject to FmHA 
concurrence. Paragraph (f) of this 
section should be used as a guide to 
prepare sewage treatment contracts. 

(h) Performing construction . Owners 
are encouraged to accomplish 
construction through contracts with 
recognized contractors. Owners may 
accomplish construction by using their 
own personnel and equipment provided 
the owners possess the necessary skills 
abilities and resources to perform the 
work and provided a licensed engineer 
or architect prepares design drawings 
and specifications and inspects 
construction and furnishes inspection 
reports as required by paragraph (o) of 
this section. For other than utility-type 
facilities, inspection services may be 
provided by individuals as approved by 
the FmHA State Director. In either case, 
the requirements of paragraph (j) of this 
section apply. Payments for construction 
will be handled under { 1942.17(p)(5) of 
this part. 

(i) Owner's contractual responsibility . 
This subpart does not relieve the owner 
of any contractual responsibilities under 
its contract. The owner is responsible 
for the settlement of all contractural and 
administrative issues arising out of 
procurements entered into in support of 
a loan or grant. These include, but are 
not limited to: source evaluation, 
protests, disputes, and claims. Matters 
concerning violation of laws are to be 
referred to the local. State, or Federal 
authority as may have jurisdiction. 

(j) Owner's procurement regulations. 
Owner’s procurement regulations must 
comply with State and local laws, rules 
and regulations, and the following 
standards: 

(1) Code of conduct. Owners shall 
maintain a written code or standards of 
conduct which shall govern the 
performance of their officers, employees 
or agents engaged in the award and 
administration of contracts supported by 
Fml 1A funds. No employee, officer or 
agent of the owner shall participate in 
the selection, award, or administration 
of a contract supported by FmHA funds 
if a conflict of interest, real or apparent, 
would be involved. Examples of such 
conflicts would arise when: the 
employee, officer or agent: any member 
of their immediate family: their partner 
or an organization which employs, or is 
about to employ, any of the above: has a 


financial or other interest in the firm 
selected for the award. 

(1) The owner’s officers, employees or 
agents shall neither solicit nor accept 
gratuities, favors or anything of 
monetary value from contractors, 
potential contractors, or parties of 
subagreements. 

(ii) To the extent permitted by State or 
local law or regulations, the owner's 
standards of conduct shall provide for 
penalties, sanctions, or other 
disciplinary actions for violations of 
such standards by the owner's officers, 
employees, agents, or by contractors or 
their agents. 

(2) Maximum open and free 
competition . All procurement 
transactions, regardless of whether by 
scaled bids or by negotiation and 
without regard to dollar value, shall be 
conducted in a manner that provides 
maximum open and free competition. 
Procurement procedures shall not 
restrict or eliminate competition. 
Examples of what are considered to be 
restrictive of competition include, but 
are not limited to: placing unreasonable 
requirements on firms in order for them 
to qualify to do business: 
noncompetitive practices between firms: 
organizational conflicts of interest: and 
unnecessary experience and bonding 
requirements, in specifying material(s), 
the owner and its consultant will 
consider all materials normally suitable 
for the project commensurate with 
sound engineering practices and project 
requirements. Acceptable materials 
should be specified in accordance with 
paragraphs (j)(4)(i) and (j)(4)(ii) of this 
section to assure proper installation and 
to avoid uncertainty and 
misunderstanding. Where materials 
which would normally be suitable are 
not included for bidding, the owner and 
its consultant must be prepared to 
justify the selection of the material(s) 
specified. 

(3) Owner's review . Proposed 
procurement actions shall be reviewed 
by the owner's officials to avoid the 
purchase of unnecessary or duplicate 
items. Consideration should be given to 
consolidation or separation of 
procurement items to obtain a more 
economical purchase. Where 
appropriate, an analysis shall be made 
of lease versus purchase alternatives, 
and any other appropriate analysis to 
determine which approach would be the 
most economical. To foster greater 
economy and efficiency, owners are 
encouraged to enter into State and local 
intergovernmental agreements for 
procurement or use of common goods 
and services. 


(4) Solicitation of offers , whether by 
competitive sealed bids or competitive 
negotiation, shall: 

(i) Incorporate a clear and accurate 
description of the technical 
requirements for the material, product, 
or service to be procured. The 
description shall not. in competitive 
procurements, contain features which 
unduly restrict competition. The 
description may include a statement of 
the qualitative nature of the material, 
product or service to be procured, and 
when necessary shall set forth those 
minimum essential characteristics and 
standards to which it must conform if it 
is to satisfy its intended use. Detailed 
product specifications should be 
avoided if at all possible. When it is 
impractical or uneconomical to make a 
clear and accurate description of the 
technical requirements, a "brand name 
or equal" description may be used to 
define the performance or other salient 
requirements of a procurement. The 
specific features of the named brands 
which must be met by offerors shall be 
clearly stated. 

(ii) Clearly specify all requirements 
which offerors must fulfill and all other 
factors to be used in evaluating bids or 
proposals. 

(5) Small minority, and women's 
businesses and labor surplus area firms. 
(i) affirmative steps should be taken to 
assure that small and minority 
businesses are utilized when possible ai 
sources of supplies, equipment, 
construction and services. Affirmative 
steps shall include the following: 

(A) Include qualified small and 
minority businesses on solicitation lists. 

(B) Assure that small and minority 
businesses are solicited whenever they 
are potential sources. 

(C) When economically feasible, 
divide total requirements into smaller 
tasks or quantities so as to permit 
maximum small and minority business 
participation. 

(D) W r here the requirement permits, 
establish delivery schedules which will 
encourage participation by small and 
minority businesses. 

(E) Use the services and assistance of 
the Small Business Administration and 
the Office of Minority Business 
Enterprise of the Department of 
Commerce. 

(F) If any subcontracts are to be let. 
require the prime contractor to take the 
affirmative steps in paragraphs (j)(5)(i) 
(A) through (E) of this section. 

(ii) Owners shall take similar 
appropriate affirmative action in support 
of women's businesses. 
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(iij) Owners are encouraged to 
procure goods and services from labor 
surplus areas. 

[iv ) Owners shall submit a written 
statement or other evidence to FmHA of 
the steps taken to comply with 
paragraphs U)(S)(i) (A) through (F), 
(j1(5)(ti)» end lj)(5)(iii) of this section. 

(6) Contract pricing . Cost plus a 
percentage of cost method of contracting 
shall not be used. 

(7) Unacceptable bidders . The 
following will not be allowed to bid on. 
or negotiate for. a contract or 
subcontract related to the construction 
of the project; 

(i) An engineer or architect as an 
individual or firm who has prepared 
plans and specifications or who will be 
responsible for monitoring the 

const ruction; 

(ii) Any firm or corporation in which 
the owner's architect or engineer is an 
officer, employee, or holds or controls ■ 
substantial interest; 

(iii) The governing body's officers, 
employees, or agents; 

(iv I Any member of the immediate 
family or partners in paragraphs 
(j)(7)(ii), or (jH7)0ft) of this section; or 

(v) An organization which employs, or 
is about to employ, any person in 
paragraph (j)(7)(i). (j)(7)(iv). (j)(7)(iH) or 
(j](7)(iv) of this section. 

(«J Contract award. Contracts shall be 
nwde only with responsible parties 
possessing the potential ability to 
perform successfully under the terms 
a:xj conditions of a proposed 
procurement Consideration shall 
include but not be limited to matters 
luch as integrity, record of past 
performance, financial and technical 
resources, and accessibility to other 
necessary resources. Contracts shall not 
b* made with parties who are 
impended or debarred by FmHA under 
Pari 1924 Subpart E of this chapter. 

(k| Procurement methods . 

Procurement shall be made by one of the 
following methods: small purchase 
procedures; competitive sealed bids 
(formal advertising); competitive 
negotiation: or noncompetitive 
negotiation. Competitive sealed bids 
(formal advertising) is the preferred 
procurement method for construction 
contracts. 

(1) Small purchase procedures . Small 
purchase procedures are those relatively 
simple and informal procurement 
nethods that are sound and appropriate 
lor H Procurement of services, supplies 
or other property, costing in the 
legate not more than $10,000. If small 
purchase procedures are used for a 
Procurement, written price or rate 
quotation* shall be obtained from an 
adequate number of qualified sources. 


(2) Competitive sealed bids. In 
competitive sealed bids (formal 
advertising), sealed bids are publicly 
solicited and a firra-fixed-price contract 
(lump sum or unit price) is awarded to 
the responsible bidder whose bid. 
conforming with all the materia! terms 
and conditions of the invitation for bids, 
is lowest, price and other factors 
considered When using this method the 
following shall apply: 

(i) At a sufficient time prior to the date 
set for opening of bids, bids shall be 
solicited from an adequate number of 
qualified sources. In addition, the 
invitation shall be publicly advertised 

(ii) The invitation for bids, including 
specifications and perinent attachments, 
shall clearly define the items or services 
needed in order for the bidders to 
properly respond to the invitation under 
paragraph (j)(4) of this section. 

(iii) Ail bids shall be opened publicly 
at the time and place stated in the 
invitation for bids. 

(iv) A firra-fixed-price contract award 
shall be made by written notice to that 
responsible bidder whose bid, 
conforming to the invitation fur bids, is 
lowest. When specified in the bidding 
documents, factors such as discounts 
and transportation costs shall be 
considered in determining which bid is 
lowest. 

(v) Any or all bids may be rejected by 
the owner when it ia in their best 
interest 

(3) Competitive negotiation . In 
competitive negotiations, proposals are 
requested from a number of sources and 
the Request for Proposal is publicized. 
Negotiations are normally conducted 
with more than one of the sources 
submitting offers. Competitive 
negotiation may be used if conditions 
are not appropriate for the use of formal 
advertising and where discussions and 
baxgaining with a view to reaching 
agreement on the technical quality, 
price, other terms of the proposed 
contract and specifications may be 
necessary. If competitive negotiation is 
used for a procurement, the following 
requirements shall apply: 

(i) Proposals shall be solicited from an 
adequate number of qualified sources to 
permit reasonable competition 
consistent with the nature and 
requirements of the procurement. The 
Request for Proposal shat! be publicized 
and reasonable requests by other 
sources to compete shall be honored to 
the maximum extent practicable. 

(ii) The Request for Proposal shall 
Identify all significant evaluation 
factors, including price or cost where 
required, and their relative importance. 

(iii) The owner shall provide 
mechanisms for technical evaluation of 


the proposals received, determination of 
responsible offerors for the purpose of 
written or oral discussions, and 
selection for contract award. 

(iv) Award may be made to the 
responsible offeror whose proposal will 
be most advantageous to the owner, 
price and other factors considered. 
Unsuccessful offerors should be 
promptly notified. 

(v) Owners may utilize competitive 
negotiation procedures for procurement 
of architectural/engineering and other 
professional services, whereby 
competitors' qualifications are 
evaluated and the most qualified 
competitor is selected, subject to 
negotiations of fair and reasonable 
compensation. 

(4) Noncompetitive negotiation . 
Noncompetitive negotiation is 
procurement through solicitation of a 
proposal from only one source, or after 
solicitation of a number of sources 
competition is determined inadequate. 
Noncompetitive negotiation may be 
used when the award of a contract is 
not feasible under small purchase, 
competitive sealed bids |formal 
advertising) or competitive negotiation 
procedures. When the amount of 
noncompetitive construction contracts 
exceeds $100,000 National Office 
concurrence must be obtained in 
accordance with § 1942.9(b) of this 
subpart Circumstances under which a 
contract may be awarded by 
noncompetitive negotiations are limited 
to the following: 

(i) The item is available only from a 
single source; or 

(ii) There exists a public exigency or 
emergency and the urgency for the 
requirement will not permit a delay 
incident to competitive solicitation: or 

(iii) After solicitation of a number of 
sources, competition is determined 
inadequate: or 

(iv) No acceptable bids have been 
received after formal advertising: or 

(v) The procurement of architectural/ 
engineering and other professional 
services. 

(5) Additional procurement methods. 
Additional innovative procurement 
methods may be used by the owner with 
prior written approval of the FmHA 
National Office. 

(I) Contracting methods. The services 
of the consulting engineer or architect 
and the general construction contractor 
shall normally be procured from 
unrelated sources in accordance with 
paragraph (j](7) of this section. 
Procurement methods which combine or 
rearrange design, inspection or 
construction services (such as design/ 
build or construction management) may 
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be used with FmHA written approval. If 
the contract amount exceeds $100,000, 
National Office prior concurrence must 
be obtained under $ 1942.9(b) of this 
subpart. This method cannot be used 
when an FmHA grant is involved. The 
owner should request FmHA approval 
by providing at least the following 
information to FmHA: 

(1) The owner’s written request to use 
an unconventional contracting method 
with a description of the proposed 
method. 

(2) A proposed scope of work 
describing in clear, concise terms the 
technical requirements for the contract. 

It should include items such as: 

(i) A nontechnical statement 
summarizing the work to be performed 
by the contractor and the results 
expected. 

(ii) The sequence in which the work is 
to be performed and a proposed 
construction schedule. 

(3) A proposed firm-fixed-price 
contract for the entire project which 
provides that the contractor shall be 
responsible for 

(i) Any extra cost which may result 
from errors or omissions in the services 
provided under the contract. 

(ii) Compliance with all Federal. State, 
and local requirements effective on the 
contract execution date. 

(4) Where noncompetitive negotiation 
is proposed, an evaluation of the 
contractor’s performance on previous 
similar projects in which the contractor 
acted in a similar capacity. 

(5) A detailed listing and cost estimate 
of equipment and supplies not included 
in the construction contract but which 
are necessary to properly operate the 
facility. 

(6) Evidence that a qualified 
construction inspector who is 
independent of the contractor has or 
will be hired. 

(7) Preliminary plans and outline 
specifications. However, final plans and 
specifications must be completed and 
reviewed by FmHA prior to the start of 
construction. 

(8) The owner’s attomey'9 opinion and 
comments regarding the legal adequacy 
of the proposed contract documents and 
evidence that the owner has the legal 
authority to enter into and fulfill the 
contract. 

(m) Contracts awarded prior to 
preappiications. Owners awarding 
construction or other procurement 
contracts prior to filing a pre-application 
with FmHA must comply with the 
following: 

(1) Evidence. Provide conclusive 
evidence that the contract was entered 
into without intent to circumvent the 
requirements of FmHA regulations. The 


evidence will consist of at least the 
following: 

(1) The lapse of a reasonable period of 
time between the date of contract award 
and the date of filing the preapplication 
which clearly indicates an irreconcilable 
failure of previous financial 
arrangements: or 

(ii) A written statement explaining 
initial plans for financing the project 
and reasons for failure to obtain the 
planned credit. 

(2) Modifications. Modify the 
outstanding contract to conform with the 
provisions of this subpart. Where this is 
not possible, modifications will be made 
to the extent practicable and. as a 
minimum, the contract must comply with 
all State and local laws and regulations 
as well as statutory requirements and 
executive orders related to the FmHA 
financing. When all construction is 
complete and it is impracticable to 
modify the contracts, the owner must 
provide the certification required by 
paragraph (m)(4) of this section. 

(3) Consultant's certification. Provide 
a certification by an engineer or 
architect that any construction 
performed complies fully with the plans 
and specifications. 

(4) Owner's certification. Provide a 
certification by the owner that the 
contractor has complied with all 
statutory and executive requirements 
related to FmHA financing for 
construction already performed even 
though the requirements may not have 
been included in the contract 
documents. 

(n) Contract provisions. In addition to 
provisions defining a sound and 
complete contract, any recipient of 
FmHA funds shall include the following 
contract provisions or conditions in all 
contracts: 

(1) Remedies. Contracts other than 
small purchases shall contain provisions 
or conditions which will allow for 
administrative, contractual, or legal 
remedies in instances where contractors 
violate or breach contract terms, ond 
provide for such sanctions and penalties 
as may be appropriate. A realistic 
liquidated damage provision should also 
be included. 

(2) Termination. All contracts 
exceeding $10,000. shall contain 
provisions for termination by the owner 
including the manner by which it will be 
affected and the basis for settlement. In 
addition, such contracts shall describe 
conditions under which the contract 
may be terminated for default as well as 
conditions when the contract may be 
terminated because of circumstances 
beyond the control of the contractor. 

(3) Surety. In all contracts for 
construction or facility improvements 


awarded exceeding $100,000. the owner 
shall require bonds, a bank letter of 
credit or cash deposit in escrow 
assuring performance and payment, 
each in the amount of 100 percent of the 
contract cost. The surety will normally 
be in the form of performance bonds and 
payment bonds: however, when other 
methods of surety may be necessary, bid 
documents must contain provisions for 
such alternative types of surety. The use 
of surety other than performance bonds 
and payment bonds requires 
concurrence by the National Office after 
submission of a justification by the State 
Director together with the proposed 
form of escrow agreement or letter of 
credit. For contracts of lesser amounts, 
the owner may require surety. When a 
surety is not provided contractors will 
furnish evidence of payment in full for • 
all materials, labor, and any other items 
procured under the contract. Form 
FmHA 424-10. "Release by Claimants,’’ 
and Form FmHA 424-9. "Certificate of 
Contractor's Release," may be obtained 
at the local FmHA office and used for 
this purpose. The United States, acting 
through the Farmers Home 
Administration, will be named as co¬ 
obligee on all surety unless prohibited 
by State law. Companies providing 
performance bonds and payment bonds 
must hold a certificate of authority as an 
acceptable surety on Federal bonds as 
listed in Treasury Circular 570 as 
amended and be legally doing business 
in the State where the facility is located 

(4) Equal Employment Opportunity. 

All contracts awarded in excess of 
$10,000 by owners shall contain a 
provision requiring compliance with 
Executive Order 11246, entitled. "Equal 
Employment Opportunity," as amended 
by Executive Order 11375, and as 
supplemented by Department of Labor 
regulations 41 CFR Part 60. 

(5) Anti-kickback. All contracts for 
construction shall include a provision 
for compliance with the Copeland "Anti- 
Kickback" Act (18 U.S.C. 874), This Act 
provides that each contractor shall be 
prohibited from inducing, by any means, 
any person employed in the 
construction, completion, or repair of 
public work, to give up any part of the 
compensation to which they are 
otherwise entitled. The owner shall 
report all suspected or reported 
violations to FmHA. 

(6) Records. All negotiated contracts 
(except those of $2,500 or less) awarded 
by owners shall include a provision to 
the effect that the owner. FmHA. the 
Comptroller General of the United 
States, or any of their duly authorized 
representatives, shall have access to 
any books, documents, papers, and 
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n fords of Use contractor which are 
j d rectly pertinent to a specific Federal 
j[ I i'.jo program for the purpose of making 
j a dlls, examinations, excerpts, and 
I: ascriptions. Owners shall require 
contractor* to maintain all required 
records for three years after owners 
make final payment* and all other 
pending matter* arc closed. 

(?) State Energy Conservation Plan. 
Contract* shall recognize mandatory 
standard* and policies relating to energy 
I efficiency which are contained in the 
I S’ate energy conservation plan issued in 
j compliance with the Energy Policy and 
Conservation Act (Pub. L 94-163). 

I (H) Change orders . The construction 
contract shall require that all contract 
j I change orders be approved in writing by 

I FmHA. 

(9) FmHA concurrence . All contract* 
must contain a provision that they shall 

II not be effective unless and until the 
I Friil IA State Director or designee 

I concur* In writing. 

I (10) Retainage. All construction 
j contracts shall contain adequate 
I provisiont for retainage. No payment* 

will be made that would deplete the 
I retainage nor place in escrow any funds 
I that are required for retainage nor Invest 

I the retainage for the benefit of the 

II contractor. The retainage shall not be 

I less than an amount equal to 10 percent 
of an approved partial payment estimate 
I J-nril so percent of the work has been 

I completed. If the job is proceeding 
satisfactory ®t 50 percent completion. 

further partial payment* may be made 
in full however, previously retained 
I amounts shall not be paid until 
I construction Is substantially complete. 
Additional amounts may be retained if 
the job is not proceeding satisfactorily. 

1 jt in no event shall the total retainage 
I he more than 10 percent of the value of 
| the work completed. 

1 (11) Other compliance requirements . 

Contracts in excess of $100,000 shall 
I contain a provision which requires 

I compliance with all applicable 

I st indards. orders, or requirements 
I isstipd under Section 300 of the Clean 
Air Act (42 U.S.C. 1857(h)). Section 508 
of the Clean Water Act (33 U.S.C. 1388). 
Executive Order 11738, and 
Environmental Protection Agency (EPA) 
regulations 40 CFR Part 15* which 
prohibit the use under non-exempt 
I f ederal contracts, grant* or loans of 

facilities included on the EPA List of 
V iolating Facilities. The provision shall 
I reqm re reporting of violations to FmHA 
I ^ lo *he U.S. Environmental 

1 Protection Agency, Assistant 

j Administrator for Enforcement. 

I Solicitation* and contract provision* 

I chilli include the requirements of 40 CFR 
I » a rt 15 4(c) as set forth in Guide 18 of 
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this subpart which is available in all 
FmHA offices. 

(o) Contract administration . Owners 
shall be responsible for maintaining a 
contract administration system to 
monitor the contractors* performance 
and compliance with the terms, 
condition*, and specifications of the 
contract*. 

(1) Preconstruction conference. Prior 
to beginning construction, the owner 
will schedule a preconstruction 
conference where FmHA will review the 
planned development with the owner, 
its architect or engineer, resident 
inspector, attorney, contractor(s), and 
other interested parties. The conference 
will thoroughly cover applicable Item* 
included in Form FmHA 424.18, "Record 
of Preconstruction Conference.” and the 
discussion and agreement* will be 
documented. Form FmHA 424-18 may 
be used for this purpose. 

(2) Monitoring reports. Each owner 
will be required to monitor and provide 
reports to FmHA on actual performance 
during construction for each project 
financed, or to be financed, in whole or 
in part with FmHA funds to include: 

(i) A comparison of actual 
accomplishments with the construction 
schedule established for the period. The 
partial payment estimate may be used 
for this purpose. 

(ii) A narrative statement giving full 
explanation of the following: 

(A) Reasons why established goals 
were not met. 

(B) Analysis and explanation of cost 
overrun* or high unit cost* and how 
payment is to be made for the same. 

(iii) If event* occur between reports 
which have a significant impact upon 
the project the owner will notify FmHA 
as soon as any of the following 
condition* are met: 

(A) Problems, delays, or adverse 
conditions which will materially affect 
die ability to attain program objectives 
or prevent the meeting of project work 
units by established time periods. This 
disclosure shall be accompanied by a 
statement of the action taken, or 
contemplated, and any Federal 
assistance needed to resolve the 
situation. 

(B) Favorable developments or events 
which enable meeting time schedules 
and goals sooner than anticipated or 
producing more work units than 
originally projected or which will result 
in cost underruns or lower unit costs 
than originally planned and which may 
result in less FmHA assistance. 

(3) Inspection. Full-time resident 
inspection is required for all 
construction unless a written exception 
is made by FmHA upon written request 
of the owner. Unless otherwise agreed. 


the resident inspector will be provided 
by the consulting architect/engineer. 
Prior to the preconstruction conference, 
the architect /engineer will submit a 
resume of qualifications of the resident 
inspector to the owner and to FmHA for 
acceptance in writing. If the owner 
provides the resident inspector, it must 
submit a resume of the Inspector** 
qualifications to the project architect/ 
engineer and FmHA for acceptance in 
writing prior to the preconstruction 
conference. The resident inspector will 
work under the genera! supervision of 
the project architect/cngincer. A guide 
format for preparing daily inspection 
reports (Guide 11 of this subpart) and 
Form FmHA 424-18, "Partial Payment 
Estimate,” are available on request from 
FmHA. 

(4) Inspector's daily diary . The 
resident inspector will maintain a record 
of the daily construction progress in the 
form of a daily diary and daily 
inspection reports as follows: 

(i) A complete set of all daily 
construction records will be maintained 
and the original set furnished to the 
owner upon completion of construction. 

(ii) All entries shall be legible and 
shall be made in ink. 

(iii) Daily entries shall include but aot 
be limited to the date, weather 
conditions, ntimber and classification of 
personnel working on the site, 
equipment being used to perform the 
work, persons visiting the site, accounts 
of substantive discussions, instruction* 
given to the contractors, directions 
received, ail significant or unusual 
happenings involving the work, any 
delays, and daily work accomplished. 

fiv) The daily entries shall be made 
available to FmHA personnel and will 
be reviewed during project inspections. 

(5) Prefinal inspections. A prefinal 
inspection will be made by the owner, 
resident inspector, project architect or 
engineer, representatives of other 
agencies involved, the District Director 
and a FmHA State Office staff 
representative, preferably the State Staff 
architect or engineer. Prefinal 
inspections may be made without FmHA 
State Office staff participation if the 
State Director or a designee determines 
that the facility does not utilize 
complicated construction techniques, 
materials or equipment for facilities 
such as small fire stations, storage 
buildings or minor utility extensions, 
and that an experienced District Office 
staff representative will be present. The 
inspection results will be recorded on 
Form FmHA 424-12, "Inspection 
Report," and a copy provided to all 
appropriate parties. 
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(6) Final inspection. A Final inspection 
will be made by FmHA before final 
payment is made. 

(7) Change is development plans. 

(i) Changes in development plans may 
be approved by FmHA when requested 
by owners, provided: 

(A) Funds are available to cover any 
additional costs; and 

(B) The change is for an authorized 
loan purpose; and 

(C) It will not adversely affect the 
soundness of the facility operation or 
FmllA's security; and 

(D) The change is within the scope of 
the contract. 

(ii) Changes will be recorded on Form 
FmHA 424-7, ''Contract Change Order," 
or. other similar forms may be used with 
the prior approval of the State Director 
or designee. Regardless of the form, 
change orders must be approved by the 
FmHA State Director or a designated 
lepresentative. 

(iii) Changes should be accomplished 
only after FmHA approval on all 
changes which affect the work and shall 
be authorized only by means of contract 
change order. The change order will 
include items such as; 

(A) Any changes in labor and material 
and their respective cost. 

(B) Changes in facility design. 

(C) Any decrease or increase in 
quantities based on Final measurements 
that are different from those shown in 
the bidding schedule. 

(D) Any increase or decrease in the 
time to complete the project. 

(iv) All changes shall be recorded on 
chronologically numbered contract 
change orders as they occur. Change 
orders will not be included in payment 
estimates until approved by all parties. 

$ 1942.19 Information pertaining to 
preparation of notes or bonds and bond 
transcript documents for public body 
applicants. 

(a) General. This section includes 
information for use by public body 
applicants in the preparation and 
issuance of evidence of debt (bonds, 
notes, or debt instruments, herein 
referred to as bonds). This section is 
made available to applicants as 
appropriate for application processing 
and loan docket preparation. 

(b) Policies related to use of bond 
counsel. Preparation of the bonds and 
the bond transcript documents will be 
the responsibility of the applicant. 

Public body applicants will obtain the 
services and opinion of recognized bond 
counsel with respect to the validity of a 
bond issue, except as provided in (b) (1) 
through (3) below. The applicant 
normally will be represented by a local 
attorney who will obtain the assistance 


of a recognized bond counsel Firm which 
has experience in municipal Financing 
with such investors as investment 
dealers, banks, and insurance 
companies. 

(1) Issues of &250.000 or less. At the 
option of the applicant for issues of 
$250,000 or less, bond counsel may be 
used for the issuance of a Final opinion 
only and not for the preparation of the 
bond transcript and other documents 
when the applicant, FmHA, and bond 
counsel hove agreed in advance as to 
the method of preparation of the bond 
transcript documents. Under such 
circumstances the applicant will be 
responsible for the preparation of the 
bond transcript documents. 

(2) Issues of $30,000 or Jess. At the 
option of the applicant and with the 
prior approval of the FmHA State 
Director, the applicant need not use 
bond counsel if: 

(i) The amount of the issue does not 
exceed $50,000 and the applicant 
recognizes and accepts the fact that 
processing the application may require 
additional legal and administrative time. 

(ii) There is a significant cost saving 
to the applicant particularly with 
reference to total legal fees after 
determining what bond counsel would 
charge as compared with what the local 
attorney will charge without bond 
cbunsel. 

(iii) The local attorney is able and 
experienced in handling this type of 
legal work. 

(iv) The applicant understands that if 
it is required by FmHA to rcFinance its 
loan pursuant to the statutory 
refinancing requirements, it will 
probably have to obtain at its expense a 
bond counsel's opinion at that time. 

(v) All bonds will be prepared in 
accordance with this regulation and will 
conform as nearly as possible to the 
preferred methods of preparation stated 
in paragraph (e) of this section but still 
be consistent with State law. 

(vi) Many matters necessary to 
comply with FmHA requirements such 
as land rights, easements, and 
organizational documents will be 
handled by the applicant's local 
attorney. Specific closing instructions 
will be issued by the OfFice of the 
General Counsel of the U.S. Department 
of Agriculture for the guidance of 
FmHA. 

(3) For loans of less than $500,000. The 
applicant shall not be required to use 
bond counsel in a straight mortgage-note 
situation where competitive bidding is 
not required for the sale of the debt 
instrument, unless a complicated 
financial situation exists with the 
applicant. In addition, if there is a 
known backlog in a particular OGC 


regional office the applicant will be 
advised of such backlog and it will be 
suggested to the applicant that the 
appointment of bond counsel may be 
more expeditious. However, it will be 
the decision of the applicant whether or 
not to appoint bond counsel. The 
applicant must comply with (b)(2) (iii) 
through (vi) of this section. 

(c) Bond transcript documents . Any 
questions with respect to FmHA 
requirements should be discusesd with 
the FmHA representatives. The bond 
counsel (or local counsel where no bond 
counsel is involved) is required to 
furnish at least two complete sets of the 
following to the applicant, who will 
furnish one complete set to FmHA: 

(1) Copies of all organizational 
documents. 

(2) Copies of general incumbency 
certificate. 

(3) Certified copies of minutes or 
excerpts therefrom of all meetings of the 
applicant's governing body at which 
action was taken in connection with the 
authorization and issuance of the bonds. 

(4) Certified copies of documents 
evidencing that the applicant has 
complied fully with all statutory 
requirements incident to calling and 
holding of a favorable bond election, if 
such an election is necessary in 
connection with bond issuance. 

(5) Certified copies of the resolution or 
ordinances or other documents, such as 
the bond authorizing resolutions or 
ordinance and any resolution 
establishing rates and regulating the use 
of the improvement, if such documents 
are not included in the minutes 
furnished. 

(6) Copies of official Notice of Sale 
and affidavit of publication of Notice of 
Sale where a public sale is required by 
State statute. 

(7) Specimen bond, with any attached 
coupons. 

(8) Attorney's no-litigation certificate 

(9) Certified copies of resolutions or 
other documents pertaining to the bond 
award. 

(10) Any additional or supporting 
documents required by bond counsel 

(11) For loans involving multiple 
advances of FmHA loan funds a 
preliminary approving opinion of bond 
counsel (or local counsel if no bond 
counsel is involved) if a final 
unqualified opinion cannot be obtained 
until all funds are advanced. The 
preliminary opinion for the entire issue 
shall be delivered on or before the first 
advance of loan funds and state that the 
applicant has the legal authority to issue 
the bonds, construct, operate and 
maintain the facility, and repay the loan 
subject only to changes during the 
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advance of funds such as litigation 
resulting from the failure to advance 
loan funds, and receipt of closing 

certrificates. 

(12) Preliminary approving opinion, if 
any, and final unqualified approving 
opinion of recognized bond counsel (or 
local counsel if no bond counsel is 
involved) including opinion regarding 
interest on bonds being exempt from 
Federal and any State income taxes. On 
approval of the Administrator, a final 
opinion may be qualified to the extent 
that litigation is pending relating to 
Indian claims that may affect title to 
land or validity of the obligation. It is 
permissible for such opinions to contain 
language referring to the last sentence of 
Section 306(a)(1) or to Section 309A(h) of 
the Consolidated Farm and Rural 
Development Act (7 U.S.C. 1926(a)(1) or 
1929a(h)|, and providing that if the 
bonds evidencing the indebtedness in 
question are required by the Federal 
Government and sold on an insured 
basis from the Agriculture Credit 
Insurance Fund, or the Rural 
Development Insurance Fund, the 
interest on such bonds will be included 
in gross income for the purpose of the 
Federal income tax statutes. 

(d) Interim financing fmm commercial 
tources during construction period for 
loans of $50,000 or more . In all cases 
where it is possible for funds to be 
borrowed at current market interest 
rates on an interim basis from 
commercial sources, such interim 
financing will be obtained so as to 

prei lude the necessity for multiple 
advances of FmHA funds. 

(e) Permanent instruments for FmHA 
Joans to repay interim commercial 
financing . FmHA loans will be 
evidenced by the following types of 
instruments chosen in accordance with 
the following order of preference: 

(1) First preference-—Form FmHA 
440-22, ' Promissory Note (Association 
or Organization)". If legally permissible 
use Form FmHA 440-22 for insured 
loans. 

(2) Second preference—single 
instruments with amortized 
Installmentsi If Form FmHA 440.22 is not 
legally permissible, use a single 
instrument providing for amortized 

Inst dlments. Show the full amount of 
the loan on ihe face of the document and 
provide for entering the date and 
amount of each FmlLA advance on the 
reverse thereof or on an attachment to 
the instrument Form FmHA 440-22 
should be followed to the extent 
Possible. When principal payment is 
deferred, no attempt should be made to 
compute in dollar terms the amount of 
J? 1 ^ ue on ^ ese Installment dates. 
Rather the instrument should provide 


that “interest only" is due on these 
dates. The appropriate amortized 
installment computed as follows will be 
shown due on the installment date 
thereafter. 

(i) Annual payments—Subtract the 
due date of the last annual interest only 
installment from the due date of the 
final installment to determine the 
number of annual payments applicable. 
When there are no interest only 
installments, the number of annual 
payments will equal the number of years 
over which the loan is amortized. Then 
multiply the amount of the note by the 
applicable amortization factor shown in 
FmHA Amortization Tables and round 
to the next higher dollar. Example of 
Computation of Annual Payment: 

Date of Loan Closing: 7-5-1976 
Amount of Loan: $100,000.00 
Interest Rate: 5% 

Amortization Period: 40 years 
Interest Only Installments: 7-5-1977 and 

7-5-1978 

First Regular Installment: 7-5-1979 
Final Installment: 7-5-2016 
Computation: 

2016—1978=38 annua! payments 

$100,000.00 X .05929=$5,929.00 annual 
payment due 

(ii) Semiannual payments—Multiply 
by two the number of years between the 
due date of the last annual interest only 
installment and the due date of the final 
installment to determine the correct 
number of semiannual periods 
applicable. When there are no interest 
only installments, multiply by two Ihe 
number of years over which the loan is 
amortized. Then multiply the amount of 
the note by the applicable amortization 
factor shown in FmHA Amortization 
Tables and round to the next higher 
dollar. Example of Computation of 
Semiannual Payment: 

Date of Loan Closing: 7-5-1976 
Amount of Loan: $100,000.00 
Interest Rate: 5% 

Amortization Period: 40 years 
Interest Only Installments: 7-5-1977 and 

7-5-1978 

First Regular Installment: 7-5-1979 
Final Installment* 7-5-2016 
Computation: 

2016—1978 = 38 X 2=76 semiannual 
periods 

$100,000.00 X .02952 = $2,952.00 
semiannual payment due 

(iii) Monthly payments—Multiply by 
twelve the number of years between the 
due date of the last annual interest only 
installment and the final installment to 
determine the number of monthly 
payments applicable. When there are no 
interest only installments, multiply by 
twelve the number of years over which 
the loan is amortized. Then multiply the 


amount of the note by the applicable 
amortization factor shown in FmHA 
Amortization Tables and round to the 
next higher dollar. Example of 
Computation of Monthly Payment: 

Date of Loan Closing: 7-5-1976 
Amount of Loan: $100,000.00 
Interest Rate: 5% 

Amortization Period: 40 years 
Interest Only Installments: 7-5-1977 and 

7-5-1970 

First Regular Installment: 7-5-1979 
Final Installment: 7-5-2016 
Computation: 

2010 -1978 = 38x12 -456 monthly 
payments 

$100,000.00X.00491 = $491.00 monthly 
payment due 

(3) Third preference—singie 
instrument with installments of 
principal plus interest. If a single 
instrument with amortized installments 
is not legally permissible, use a single 
instrument providing for installments of 
principal plus interest accrued on the 
unmatured principal balance. The 
principal should be in an amount best 
adapted to making principal retirement 
and interest payments which closely 
approximate equal installments of 
combined interest and principal as 
required by the first two preferences. 

(1) The repayment terms concerning 
interest only installments described in 
paragraph (e)(2) of this section. "Second 
perference" applies. 

(ii) The instrument shall contain in 
substance the following provisions: 

(A) A statement of principal 
maturities and due dates. 

(B) Payments made on indebtedness 
evidenced by this instrument shall be 
applied to the interest due through the 
next installment due date and the 
balance to principal in accordance with 
the terms of the bond. Payments on 
delinquent accounts will be applied in 
the following sequence: 

(7) Billed delinquent interest. 

(2) Past due interest installments. 

(3) Past due principal installments, 

(<#) Interest installment due, and 

(5) Principal installment due. 

Extra payments and payments made 
from security depleting sources shall be 
applied to the principal last to come due 
or as specified in the bond instrument. 

(4) Fourth preference—serial bonds 
with installments of principal plus 
interest. If instruments described under 
the first, second, and third preferences 
are not legally permissible, use serial 
bonds with a bond or bonds delivered in 
the amount of each advance. Bonds wilt 
be delivered in the order of their 
numbers. Such bonds will conform with 
the minimum requirements of paragraph 
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(h) of this section. Rules for application 
of payments on serial bonds will be the 
same as those for principal installment 
single bonds as set out in the preceding 
paragraph (e)(3) of this section. 

(f) Multiple advances of FmHA funds 
using permanent instruments. Where 
interim financing from commercial 
sources is not available. FmHA loan 
proceeds will be disbursed on an "as 
needed by borrower** basis in amounts 
not to exceed the amount needed during 
30-day periods. 

(g) Multiple advances of FmHA funds 
using temporary debt instrument When 
none of the instruments described in 
paragraph (e) of this section are legally 
permissible or practical, a bond 
anticipation note or similar temporary 
debt instrument may be used. The debt 
instrument will provide for multiple 
advance of FmHA loan funds and will 
be for the full amount of the FmHA loan. 
The instrument will be prepared by 
bond counsel (or local counsel if bond 
counsel is not involved) and approved 
by the State Director and OCC. At the 
same time FmHA delivers the last 
advance, the borrower will deliver the 
permanent bond instrument and the 
canceled temporary instrument will be 
returned to the borrower. The approved 
debt instrument will show at least the 
following: 

(1) The date from which each advance 
will bear interest 

(2) The interest rate. 

(3) A payment schedule providing for 
interest on outstanding principal at least 
annually. 

(4) A maturity date which shall be no 
earlier than the anticipated issuance 
date of the permanent instmment(s). 

(h) Minimum bond specifications. The 
provisions of this paragraph are 
minimum specifications only, and must 
be followed to the extent legally 
permissible. 

(1) Type and denominations. Bond 
resolutions or ordinances will provide 
that the instrumcnt(s) be either a bond 
representing the total amount of the 
indebtedness or serial bonds in 
denominations customarily accepted in 
municipal financing (ordinarily in 
multiples of not less than $1000). Single 
bonds may provide for repayment of 
principal plus interest or amortized 
installments; amortized installments are 
preferable from the standpoint of 
FmHA. Coupon bonds will not be used 
unless required by State statute. 

(i) To compute the value of each 
coupon when the bond denomination is 
consistent: 

(A) Multiply the amount of the loan or 
advance by the interest rate and divide 
the product by 365 days. 


(B) Multiply the daily accrual factor 
determined in (A) by the number of days 
from the date of advance or last 
installment date to the next installment 
date. 

(C) Divide the interest computed in (B) 
by the number of bonds securing the 
advance; this is the individual coupon 
amount. 

(ii) to compute the value of each 
coupon when the bond denomination 
varies: 

(A) Multiply the denomination of the 
bond by the interest rate and divide the 
product by 365 days. 

(B) Multiply the daily accrual factor 
determined in (A) by the number of days 
from the date of advance or last 
installment date to the next installment 
due date; this is the individual coupon 
amount 

(2) Bond registration. Bonds will 
contain provisions permitting 
registration as to both principal and 
interest. Bonds purchased by FmHA will 
be registered in the name, of "United 
States of America. Farmers Home 
Administration.** and will remain so 
registered at all time while the bonds 
are held or insured by the United States. 
The address of FmHA for registration 
purposes will be that of the FmHA 
Finance Office. 

(3) Size and quality. Size of bonds and 
coupons should conform to standard 
practice. Paper must be of sufficient 
quality to prevent deterioration through 
ordinary handling over the life of the 
loan. 

(4) Date of bond. Bonds will 
preferably be dated as of the day of 
delivery, however, may be dated 
another date at the option of the 
borrower and subject to approval by 
FmHA. If the date of delivery is other 
than the date of the bond, the date of 
delivery will be stated in the bond. In all 
cases, interest will accrue from the date 
of delivery of the funds. 

(5) Payment date. Loan payments will 
be scheduled to coincide with income 
availability and be in accordance with 
State law. Monthly payments will be 
required if consistent with the foregoing, 
and will be enumerated in the bond, 
other evidence of indebtedness, or other 
supplemental agreement. Insofar as 
practical monthly payments will be 
scheduled one full month following the 
date of loan closing; or semiannual or 
annual payments will be scheduled six 
or twelve full months respectively, 
following the date of loan closing or any 
deferment period. Due dates falling on 
the 29th. 30th or 31st day of the month 
will be avoided. 

(6) Place of payment Payments on 
bonds purchased by FmHA should be 
submitted to the FmHA District Office 


by the borrower. The District Office will 
then remit the payments to the Finance 
Office or deposit them in a Treasury 
General Account in accordance with 
Subpart B of Part 1951 of this chapter 

(7) Redemptions. Bonds should 
contain customary redemption 
provisions, subject, however, to 
unlimited right of redemption without 
premium of any bonds held by FmHA 
except to the extent limited by the 
provisions under the "Third Preference* 
and ''Fourth Preference" in paragraph 
(e) of this section. 

(B) Additional revenue bonds. Parity 
bonds may be issued to complete the 
project. Otherwise, parity bonds may 
not be issued unless the net revenues 
(that is, unless otherwise defined by the 
State statute, gross revenues less 
essential operation and maintenance 
expense) for the fiscal year preceding 
the year in which such parity bonds are 
to be issued, were 120 percent of the 
average annual debt service 
requirements on all bonds then 
outstanding and those to be issued; 
provided, that this limitation may be 
waived or modified by the written 
consent of bondholders representing 75 
percent of the then outstanding principal 
indebtedness. Junior and subordinate 
bonds may be issued in accordance with 
the loan agreement. 

(9) Scheduling of FmHA payments 
when joint financing is involved. In all 
cases in which FmHA is participating 
with another lender in the joint 
financing of the project to supply funds 
required by one applicant, the FmHA 
payments of principal and interest 
should approximate amortized 
installments. 

(10) Precautions . The following types 
of provisions in debt instruments should 
be avoided. 

(i) Provisions for the holder to 
manually post each payment to the 
instrument. 

(11) Provisions for returning the 
permanent or temporary debt instrument 
to the borrower in order that it rather 
than FmHA, may post the date and 
amount of each advance or repayment 
on the instrument 

(iii) Defeasance provisions in loan or 
bond resolutions. 

(iv) Provisions that amend convenantf 
contained in Forms FmHA 1942-47. 
"Loan Resolution (Public Bodies)." or 
FmHA 1942-6. "Loan Resolution 
(Security Agreement)." 

(11) Multiple Loan Instruments. The 
following will be adhered to when 
preparing debt instruments: 

(i) When more than one loan type U 
used in financing a project, each type of 
loan will be evidenced by a separate 
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debt instrument or series of debt 
instruments. 

(ii) Loan funds obligated in different 
fiscal years and those obligated with 
different interest rates or terms in the 
same fiscal year will be evidenced by 
separate debt instruments. 

(m) Loan funds obligated for the same 
ban type in the same fiscal year at the 
same interest rate and term may be 
combined in the same debt instrument; 
provided the borrower has been notified 
on Form FmHA 1940-1. “Request for 
Obligation of Funds”, of the action. 

(i) Bidding by FmHA. Bonds offered 
for public sale shall be offered in 
accordance with State law. in such a 
manner to encourage public bidding. 
FmHA will not submit a bid at the 
advertised sale unless required by State 
law, nor will reference to FmHA’s rates 
and terms be included. If no acceptable 
bid is received. FmHA will negotiate the 
purchase of the bonds. 

9 1942.20 Community Facility Guides. 

(a) The following documents are 
attached and made part of this subpart 
and may be used by FmHA officials in 
administering this program. 

(I) Guide 1 and la—Guide Letter for 
Use in Informing Private Lender of 
FmHA’s Commitment. 

(2J Guide 2—Water Users Agreement. 

(3) Guide 3—Service Declination 
Statement 

(4) Guide 4—Bylaws. 

(5) Guide 5—Financial Feasibility 

Report. 

(61 Guide 6—Preliminary Architectural 

Feasibility Report. 

(7) Guide 7—Preliminary Engineering 
Report Water Facility. 

(8) Guide 8—Preliminary Engineering 
Report Sewerage Systems. 

(9) Guide 9—Preliminary Engineering 
Report Solid Waste Disposal Systems. 

HO) Guide 10—Preliminary 
Fjigineering Report Storm Waste-Water 
Disposal. 

(II) Guide 11—Daily Inspection 

Report. 

t (12) Guide 12—Memorandum of 
Understanding Between the Economic 
Development Administration- 
Department of Commerce and the 
farmers Home Administration— 
Department of Agriculture Pertaining to 
F.DA Public Works Projects Assisted by 
an FmHA Loan. 

(13) Guide 13—Memorandum of 
Understanding Between the Economic 
Development Administration— 
Department of Commerce and the 
Farmers Home Administration— 
Department of Agriculture Regarding 
Supplementary Grant Assistance for the 
Construction of Public^tVorks and 
Development Facilities. 


(14) Guide 14—Legal Serv ices 
Agreement. 

(15) Guide 15—Community Facility 
Borrower’s Application. 

(10) Guide 10—Community Facility 
Iwoan Docket. 

(17) Guide 17—Construction Contract 
Documents—Short Form. 

(18) Guide 18—FmHA Supplemental 
General Conditions. 

(19) Guide 19—Construction Contract 
Documents. 

(20) Guide 29—Agreement for 
Engineering Services (FmHA/EPA 
Jointly Funded Projects). 

(21) Guide 21—Review of Audit 
Reports. 

(22) Guide 22—Delinquent Accounts 
Positive Action Plan. 

(23) Guide 23—Agreement for Joint 
Use of Electric System Poles. 

(24) Guide 24—Minimum Suggested 
Contents of Management Agreements. 

(25) Guide 25—Joint Policy Statement 
Between EPA and FmHA. 

(28) Guide 26—Community Programs 
Project Selection Criteria. 

(b) These guides are for use by FmHA 
officials, applicants and applicant’s 
officials and/or agents on certain 
matters related to the planning, 
development and operation of essential 
community facilities which involve the 
use of loans and/or grants from FmHA. 
This includes activities related to 
applying for and obtaining such 
financial assistance. These guides are 
not published in the Federal Register, 
however, they are available in any 
FmHA office. 

33 1942.21*1942.49 (Reserved) 

} 1942.50 OMB control number. 

The collection of information 
requirements in this regulation has been 
approved by the Office of Management 
and Budget and assigned OMB control 
number 0575-0015. 

Subpart G—Industrial Development 
Grants 

31942.322 (Amended) 

5. In S 1942.322, paragraph (b), remove 
the words "J 1942.20 of* from the first 
sentence. 

Subpart H—Development Grants for 
Community Domestic Water and 
Waste Disposal Systems 

§ 1942.368 (Amended] 

0. In { 1942.308. paragraph (c) and in 
Exhibit D, paragraph XVIII (c). change 
the reference from 5 1942.5(d)(8)" to 
"I 1942.5(dH0)” 


Subpart I—Resource Conservation 
and Development (RCD) loans and 
Watershed (WS) loans and Watershed 
Advances 

7. In s 1942.409. paragraphs (a), (e) 
and (f) are revised to read as follows: 

5 1942.409 Security, feasibility, evidence 
of debt, title, insurance and other 
requirements. 

(a) Security —WS loans. WS advances 
and RCD loans will be secured in 
accordance with applicable provision of 
1942.17(g). 

• • • • • 

(e) National flood insurance —The 
requirements of the National Flood 
Insurance Act of 1908 as amended by 
the Flood Disaster Protection Act of 1973 
will be complied with in accordance 
with the applicable provisions of FmHA 
Instruction 1901-L Also see 

5 1942.t8(d)(l)(i). 

(f) Borrower contracts and bonds. See 
{ 1942.18 (e). (i) and (n)(3) of Subpart A 
of Part 1942 for applicable provisions. 

• •*••• 

(7 U.S.C. 1969: 7 CFR 2.23; 7 CFR 2.70) 

Dated: October 25.1984. 

Dwight O. Calhoun. 

Acting Administrator, Farmers Home 
Administration. 

(FR Doc. 85-4106 Filed 2-21-85; 8:45 am] 

8HLIMO COOt 1410-47-41 


Animal and Plant Health Inspection 
Service 

9 CFR Part 94 

I Docket No. 84-115] 

Change In Disease Status of Great 
Britain Because of Vlscerotroplc 
Velogenic Newcastle Disease 

agency; Animal and Plant Health 
Inspection Service. USDA. 

ACTION: Interim rule. 

summary: This document amends the 
regulations concerning the importation 
into the United States of carcasses of 
certain birds and poultry, and parts or 
products thereof, and of certain eggs by 
adding Great Britain (England Scotland. 
Wales, and the Isle of Man) to the list of 
countries declared to be free of 
viscerotropic velogenic Newcastle 
disease (VVND). It has been determined 
that VVND has now been eradicated 
from Great Britain. The effect of this 
action is to relieve certain restrictions 
on the Importation Into the United 
States from Great Britain of carcasses of 
certain birds and poultry, and parts or 
products thereof, and of certain eggs. 
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DATES: Effective date February 19,1985. 
Written comments must be received on 
or before April 23.1985. 

ADDRESSES: Written comments should 
ber submitted to Thomas O. Gessel, 
Director. Regulatory Coordination Staff. 
API IIS, USDA, Room 728. Federal 
Building. Hyattsville. MD 20782. Written 
comments may be inspected at Room 
728 of the Federal Building between 8 
a.m. and 4:30 p.m.. Monday through 
Friday, except holidays. 

FOR FURTHER INFORMATION CONTACT: 

Dr. Samuel S. Richeson, Import-Export 
Animals and Products Staff, VS. APHIS, 
USDA. Room 843, Federal Building. 6505 
Belcrest Road, Hyattsville, MD 20782, 
(301) 436-8172. 

SUPPLEMENTARY INFORMATION: 

Background 

The regulations in 9 CFR Part 94 (the 
regulations) regulate the importation 
into the United States of specified 
animals and animal products in order to 
prevent the introduction into the United 
States of various diseases, including 
viscerotropic velogenic Newcastle 
disease (VVND). VVND is a 
communicable viral disease affecting all 
species of poultry and birds. 

Section 94.6(a)(1) of the regulations 
provides that WND is considered to 
exist in all countries of the world, 
except those countries listed in 
$ 94.6(a)(2). Prior to the effective date of 
this document. Great Britain (England. 
Scotland Woles and the Isle of Man) 
was not listed as a country considered 
to be free of VVND. However. Great 
Britain has requested that the 
Department amend the regulations to 
include Great Britain in the list of 
countries considered to be free of 
VVND. 

Based on extensive surveys conducted 
by the government of Great Britain, it 
has been determined that VVND has 
been eradicated from Great Britian, and 
that there is no reason to believe that 
VVND exists in Great Britain. Further. 
Great Britain has an effective program 
(including ongoing surveys, and 
quarantine requirements on the 
importation of birds and poultry) for 
helping to ensure that WND does not 
become established in Great Britain. 
Therefore, this document adds Great 
Britain to the list of countries in 
S 94.6(a)(2) considered to be free of 
VVND. 

As a result of this action, the 
restrictions of § 94.6 no longer apply to 
the importation of carcasses of certain 
birds and poultry, or ports of products 
thereof, or of certain eggs other than 
hatchings eggs (the regulations in 9 CFR 
Part 94 do not apply to hatching eggs), 


which originate in Great Britain and are 
shipped to the United States directly 
from Great Britain. 

Emergency Action 

Dr. J. K. Atwell. Deputy Administrator 
of the Animal and Plant Health 
Inspection Service for Veterinary 
Services, has determined that an 
emergency situation exists which 
warrants publication of this interim rule 
without prior opportunity for a public 
comment period Great Britain has been 
found to be free of VVND, Therefore, 
these amendments should be made 
effective immediately in order to relieve 
unnecessary restrictions on the 
importation of carcasses of certain birds 
and poultry, and parts or products 
thereof, and of certain eggs into the 
United States from Great Britain. 

Therefore, pursuant to the 
administrative procedure provisions in 5 
U.S.C. 553, it is found upon good cause 
that notice and other public procedure 
with respect to this emergency action is 
unnecessary and contrary to the public 
interest, and good cause is found for 
making this emergency action effective 
upon signature. Comments have been 
solicited for 60 days after publication of 
this document and a final document 
discussing comments received and any 
amendments required will be published 
in the Federal Register. 

Executive Order 12291 and Regulatory 
Flexibility Act 

This action has been reviewed in 
accordance with Executive Order 12291 
and has been determined to be not a 
“major rule." The Department has 
determined that this rule will not have a 
significant annual effect on the 
economy; will not cause a major 
increase in costs or prices for 
consumers, individual industries, 

Federal, State, or local government 
agencies, or geographic regions: and will 
have no significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or the ability of 
United States-based enterprises to 
compete with foreign-based enterprises 
in domestic or export markets. 

For this rulemaking action, the Office 
of Management and Budget has waived 
its review process required by Executive 
Order 12291. 

It is anticipated that the amounts of 
carcasses of poultry and birds, or parts 
or products thereof, or eggs that will be 
imported into the United States from 
Great Britain as a result of this action 
will be less than one percent of the 
amounts of these items utilized in the 
United States annually. Further, the 
importation of any of these items from 


Great Britain is not the primary activity 
of any business in the United States. 

Under the circumstances explained 
above, the Administrator of the Animal 
and Plant Health Inspection Service has 
determined that this action will not have 
a significant economic impact on a 
substantial number of small entities. 

List of Subjects in 9 CFR Part 94 

Animal diseases, imports, livestock 
and livestock products, meat and meat 
products, milk, poultry and poultry 
products. Exotic Newcastle Disease. 

PART 94—RINDERPEST, FOOT-AND- 
MOUTH DISEASE, FOWL PEST (FOWL 
PLAGUE), NEWCASTLE DISEASE 
(AVIAN PNEUMOENCEPHAUTISk 
AFRICAN SWINE FEVER, AND HOG 
CHOLERA: PROHIBITED AND 
RESTRICTED IMPORTATIONS 

§94.6 [Amended] 

Accordingly. 9 CFR Part 94 is 
amended by adding "Great Britain 
(England, Scotland. Wales, and the Isle 
of Man)," immediately after “Finland" in 
paragraph (a)(2) of 5 94.6 

Authority: Sec. 2. 32 Stat. 792. as amended, 
see 306,46 Stat. 689. as amended; secs. 2, 3. 

4.11, 76 Stat. 129,130,132; 19 US.C. 1306: 21 
U.S.C. 111, 134a. 134b, 134c, 134f; 7 CFR 2.17. 
2.51. and 371.2(d). 

Done at Washington, D.C„ this 19th day of 
February, 1965. 

).K. Atwell, 

Deputy Administrator, Veterinary Services 
(FR Doc. 85-4320 Filed 2-21-85: 8:45 am) 

BILLING COOE *410-14-41 


9 CFR Part 94 

(Docket No. 64-1161 

Swine, Pork and Pork Products 
Imported from Great Britain 

agency: Animal and Plant Health 
Inspection Service. USDA. 
action: Interim rule. 

summary: This document amends the 
regulations concerning the importation 
into the United States of swine, pork, 
and pork products by adding Great 
Britain (England. Scotland. Wales, and 
the Isle of Man) to the list of countries 
declared to be free of swine vesicular 
disease (SVD). It has been determined 
that SVD has now been eradicated from 
Great Britain. This document also 
amends the regulations to add Great 
Britain to the list of countries free of 
SVD which are subject to special 
restrictions on the importation of their 
pork and pork products into the United 
States. This is necessary to protect 
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against the introduction into the United 
States of certain diseases. The overall 
effect of this action is to relieve certain 
restrictions on the importation into the 
United States of swine, pork, and pork 
products from Great Britain. 
date8: Effective date February 19,1965. 
Written comments must be received on 
or before April 23,1985. 
addresses: Written comments should 
be submitted to Thomas O. Gesscl. 
Director. Regulatory Coordination Staff. 
APHIS, USDA, Room 728. Federal 
Building. Hyattsville. MD 20782. Written 
comments may be inspected at Room 
720 of the Federal Building between 8 
a m. and 4:30 p.m.. Monday through 
Friday, except holidays. 

FOR FURTHER INFORMATION CONTACT: 

Dr. Samuel S. Richeson, Import-Export 
Animals and Products Staff. VS. APHIS. 
USDA. Room 643, Federal Building. 6505 
Belcrest Road, Hyattsville. MD 20782, 
(301)436-6172 

SUPPLEMENTARY INFORMATION: 

Background 

The regulations in 9 CFR Pari 94 [the 
regulations) regulate the importation 
into the United Staters of specified 
animals and animal products in order to 
prevent the introduction into the United 
States of various diseases, including 
swine vesicular disease (SVD). SVD is 
an acute, highly infectious viral disease 
of swine, ll is characterized by vesicular 
lesions and subsequently by erosions of 
the epithelium of the mouth, nares. 
inout, and feet. 

Section 94.12(a) of the regulations 
provides that SVD is considered to exist 
in a!l countries of the world, except 
those countries listed in § 94.12(a). Prior 
to the effective date of this document. 
Great Britain (England, Scotland. Wales 
and the Isle of Man) was not listed as a 
country considered to be free of SVD. 
However. Great Britain recently 
requested that the Department amend 
the regulations to include Great Britain 
tn the list of countries considered to be 
free of SVD. 

Biased on surveys conducted by the 
government of Great Britain, it has been 
determined that SVD has been 
eradicated from Great Britain, and that 
there is no reason to believe that SVD 
exists in Great Britain. The last outbreak 
of SVD reported in Great Britain was in 
1902- The affected animals were 
promptly destroyed and there have been 
no cases of SVD reported in Great 
Bntain since 1982 Therefore, this 
document adds Great Britain to the list 
of countries in $ 94.12(a) considered to 
w free of SVD. 

This document also adds Great Britain 
to the list in § 94.13 of countries free of 


SVD which are subject to special 
restrictions on the importation of their 
pork and pork products into the United 
States. Section 94.13 of the regulations 
imposes restrictions on the importation 
into the United States of pork and pork 
products from countries listed in that 
section which are declared to be free of 
SVD in § 94.12(a): and which either 
supplement their national pork supply 
by the importation of fresh, chilled, or 
frozen pork from countries where SVD 
or other vesicular diseases, such as foot- 
and-mouth disease, are considered to 
exist: or which have a common border 
with such countries: or which have 
certain trade practices that are less 
restrictive than are acceptable to the 
United States. Great Britain 
supplements its national pork supply by 
the importation of fresh, chilled, or 
frozen pork from countries where a 
vesicular disease is considered to exist. 
Thus, without compliance with the 
special restrictions in $ 94.13, the pork 
or pork products produced in Great 
Britain may be commingled with fresh, 
chilled, or frozen meat of animals from a 
country where a vesicular disease is 
considered to exist. Shipment of such 
commingled pork or pork products into 
the United States could present an 
undue risk of the introduction of a 
vesicular disease. 

The overall effect of this action is to 
relieve certain restrictions set forth in 
S 94.12 and 94.14 on the importation into 
the United States of swine, pork, and 
pork products from Great Britain. 

Emergency Action 

Dr. John K. Atwell. Deputy 
Administrator of the Animal and Plant 
Health Inspection Service for Veterinary 
Services, has determined that an 
emergency situation exists which 
warrants publication of this interim rule 
without prior opportunity for public 
comment. 

Great Britain has been found to be 
free of swine vesicular disease. 
Therefore, these amendments should be 
made effective immediately in order to 
relieve unnecessary restrictions on the 
importation of swine, pork, and pork 
products into the United States from 
Great Britain. 

Therefore, pursuant to the 
administrative procedure provisions in 5 
U.S.C. 553, it is found upon good cause 
that notice and other public procedure 
with respect to this emergency action 
are unnecessary and contrary to the 
public interest, and good cause is found 
for making this emergency action 
effective upon signature. Comments 
have been solicited for 60 days after 
publication of this document and a final 
document discussing comments received 


and any amendments required will be 
published in the Federal Register. 

Executive Order 12291 and Regulatory 
Flexibility Act 

This action has been reviewed in 
accordance with Executive Order 12291 
and has been determined to be not a 
“major rule.” The Department has 
determined that this rule will not have a 
significant annual effect on the 
economy; will not cause a major 
increase in costs or prices for 
consumers, individual industries, 

Federal. State, or local government 
agencies, or geographic regions: and will 
have no significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or the ability of 
United States-based enterprises to 
compete with foreign-based enterprises 
in domestic or export markets. 

For this rulemaking action, the Office 
of Management and Budget has waived 
its review process required by Executive 
Order 12291. 

It is anticipated that the amount of 
swine, pork, or pork products imported 
into the United States from Great Britain 
as a result of this action will be less 
than one percent of the amount of these 
items imported into the United States 
annually. Further, the importation of any 
of these items from Great Britain is not 
the primary business activity of any 
business in the United States. 

Under the circumstances explained 
above, the Administrator of the Animal 
and Plant Health Inspection Service has 
determined that this action will not have 
a significant economic impact on a 
substantial number of small entities. 

List of Subjects in 9 CFR Part 94 

Animal diseases. Imports. Livestock 
and livestock products. Meat and meat 
products. Milk. Poultry and poultry 
products. Swine Vesicular Disease. 

PART 94— RINDERPEST, FOOT-AND- 
MOUTH DISEASE, FOWL PEST (FOWL 
PLAGUE), NEWCASTLE DISEASE 
(AVIAN PNEUMOENCEPHALITISh 
AFRICAN SWINE FEVER, AND HOG 
CHOLERA: PROHIBITED AND 
RESTRICTED IMPORTATIONS 

Accordingly. 9 CFR Part 91 is 
amended as follows: 

1. Paragraph (a) of S 94.12 is revised to 
read: 

$94.12 Port and porfc products from 
countries where swine vesicular disease 
exists. 

(a) Swine vesicular disease is 
considered to exist in all countries of the 
world except Australia, Bahama Islands. 
Bulgaria. Canada. Central American 
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countries. Denmark, Dominican 
Republic. Finland. Great Britain 
(England, Scotland, Wales, and the Isle 
of Man), Greenland, Haiti, Hungary, 
Iceland. Luxembourg, Mexico, New 
Zealand, Northern Ireland, Norway, 
Panama, Republic of Ireland. Rumania. 
Sweden. Switzerland, Trust Territories 
of the Pacific Islands, and Yugoslavia. 

• • • • • 

(94.13 | Amended I 

2. In the first sentence of § 94.13, 
“Bahama Islands. Luxembourg, 
Hungary. Yugoslavia. Switzerland, and 
Bulgaria" is amended to read "Bahama 
Islands, Bulgaria. Great Britain 
(England. Scotland Wales, and the Isle 
of Man), Hungary, Luxembourg. 
Switzerland, and Yugoslavia". 

Authority: Sec. 2. 32 Stat. 792. aa amended 
sec. 300, 46 Stat 689, as amended; secs, 2. 3, 
4.11. 76 Stat 129,13a 132; 19 U.S.C. 1306; 21 
U.S.G 111, 134a. 134b. 134c. 134f; 7 CFR 2.17. 
2.51. and 371.2(d). 

Done at Washington. D.C.. this 19th day of 
February, 1965. 

J.K. Atwell, 

Deputy Administrator. Veterinary Services, 

|PR Doc. 85-4321 Filed 2-21-415; 8:45 am) 
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FARM CREDIT ADMINISTRATION 
12 CFR Part 602 

Releasing Information 

agency: Farm Credit Administration. 
action: Final rule. 

summary; The Farm Credit 
Administration ("FCA"). by its Federal 
Farm Credit Board (“Federal Board"), 
adopts amendments to existing 
regulations relating to testimony 
concerning official matters and 
production of official documents of the 
FCA in legal proceedings in which the 
FCA is not a named party. The amended 
regulations set forth requirements and 
procedures applicable to FCA 
employees and third parties in such 
matters. The amendments delete 
55 602.225 and 602.230 and add Subpart 
C to Part 602 of Chapter VI of Title 12 of 
the Code of Federal Regulations. 
EFFECTIVE DATE: March 25.1985. 

FOR FURTHER INFORMATION CONTACT! 
Kathleen M. Mullarkey, Office of 
General Counsel, Farm Credit 
Administration. 1501 Farm Credit Drive, 
McLean. VA 22102-5090, (703) 683-4020. 
SUPPLEMENTARY INFORMATION: On 
August 6.1984, FCA noticed and 


published for public comment proposed 
amendments to 12 CFR Part 602 (49 FR 
31293-31295) which deleted §5 602.225 
and 602.230 and added Subpart C. The 
amended regulations prescribe the 
• policies and procedures to be followed 
with respect to testimony concerning 
official matters and production of 
official documents of the FCA in legal 
proceedings in which the FCA is not a 
named party. 

Seven parties commented on the 
proposed regulations, representing 
seven Farm Credit Districts. After 
careful consideration of all comments 
received, the Federal Board adopted 
final regulations in the course of its 
October 1984 meeting. 

The comments received are as 
follows. Several parties recommended 
that the language "legal proceedings not 
involving the Farm Credit 
Administration" be clarified since, while 
it may not be a named party, the FCA 
could be "involved" in litigation. The 
Federal Board agreed with this 
suggestion and the regulations have 
been changed to indicate that the 
regulations apply to legal proceedings in 
which the FCA is not a named party. 

One commentator expressed some 
concern with the provision in 5 602.285 
that testimony by FCA employees will 
be made available only through 
depositions or written interrogatories, 
since there may be some difficulty in 
obtaining a deposition subpoena. The 
Federal Board declined to change this 
section because it does not believe that 
there are any obstacles that would 
prevent a party from obtaining a 
deposition subpoena from the 
appropriate court. 

One party suggested that 5 602.286(c) 
be clarified to make clear whether the 
section is applicable to "anyone" or 
those persons making a request for 
documents pursuant to the regulations. 
The Federal Board did not make any 
changes to this section since it believes 
that it is clear that the section applies 
only to those persons who request 
documents under the regulations. 

It was recommended that 5 602.287(f). 
relating to costs that will be assessed 
upon production of the requested 
documents, be amended to require 
payment of fees in advance. The Federal 
Board rejected this suggestion because it 
is administratively more efficient to 
send the documents and the bill 
together. 

One party expressed concern that 
8 602.288 may place FCA employees in 
the position of being held in contempt of 
court for refusing to produce documents 
or give testimony in the absence of 


authorization from the Governor of the 
FCA. the head of the agency. The 
Federal Board believes that Government 
employees are afforded adequate 
protection by various judicial decisions 
that have clearly indicated that a 
Government employee acting on orders 
of the agency head cannot be held in 
contempt of court for refusing to turn 
over agency documents or give 
testimony and that any order of a courr 
relating to release of official information 
must be directed to the head of the 
agency. 

Several comments were received 
regarding 5 602.289, which requires that 
a third party who is served with a 
subpoena for FCA documents notify the 
FCA General Counsel inform the party 
issuing the subpoena or the court of the 
procedures set forth In the regulations 
for obtaining FCA documents, and 
decline to produce the documents in the 
absence of the FCA’s authorization. It 
was suggested that this section be 
amended to remove the requirement that 
the party refuse to comply with any 
court order requiring production. The 
Federal Board agreed with this 
recommendation and the regulations 
have been modified to require that the 
third party notify the FCA of receipt of 
the subpoena and object to releasing the 
documents on the basis that release 
must be sought from the FCA. An 
additional comment was received with 
respect to this section suggesting that 
the regulations set forth criteria on when 
a credit review is "generated" or 
"adopted" by the FCA so third parlies 
will know which credit reviews come 
within the requirements of 5 602.289. 

The Federal Board did not think it 
necessary to set forth such criteria in the 
regulation since the adoption of any 
bank credit review by FCA will be done 
expressly in writing so that a third party 
will be on notice when a credit review 
comes within { 602.289. Also, since the 
term "generated" is self-explanatory, 
covering any report prepared by the 
FCA. there was no need to amend the 
regulations to further define this term 
One party suggested that the FCA 
consider including a requirement in the 
regulations that the FCA notify a Farm 
Credit System bank or association 
whose documents are involved of any 
request received pursuant to these 
regulations. The Federal Board felt that 
it was not necessary to include such a 
requirement in the regulations. 

However, the FCA does intend to notify 
the Farm Credit bank or association 
involved of its decision to release 
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documents after the decision has been 
made and offer the institution the 
opportunity to obtain copies of the 
released documents, subject to the same 
conditions imposed upon the requesting 
party. 

Two commentators expressed concern 
about the broad nature and generality of 
the regulations and the possibility that 
the regulations shift the discovery 
process from a judicial forum to an 
administrative process. The Federal 
Board believes that these comments are 
based on a misunderstanding of the 
intent of the regulations and the 
procedures contained therein. The 
regulations are intended to enable the 
head of the agency to control the 
dissemination of official information. 

The procedures set forth in the 
regulations are separate from any 
determination of the discoverability of 
FCA documents under State or Federal 
rules of procedure. However, the 
procedures set forth in the regulations 
must be followed before a party 
subpoenas any FCA document or 
employee or presents the issue to a 
court for resolution. If a party follows 
the administrative process and is not 
satisfied with the information received, 
the discovery process then comes into 

play- 

One party commented on the 
possibility that the regulations might 
cause the FCA to be joined as a 
defendant in a lawsuit in which it would 
not otherwise be joined so that a party 
could obtain necessary documents and 
testimony. The Federal Board found no 
reason to believe that the existence of 
these regulations will entangle the FCA 
in a lawsuit in which it would not 
otherwise have been named simply to 
obtain documents from FCA. 

Accordingly, no changes relating to this 
comment were made to the regulations. 

Ust of Subjects in 12 CFR Part 602 

Archives and records. Freedom of 
Information, Information. Records. 

For reasons set out in the preamble, 
Part 602 of Chapter VI. Title 12 of the 
Code of Federal Regulations, is 
amended as follows: 

1 By revising the table of contents for 
Part 602 to read as follows: 

PART 602-RELEASING 

information 

$ut>part A—Information sod Records 

Generally 

Src 

200 General rale. 

u Reports of Farm Credit examiners. 


Sec. 

602.210 Lists of borrowers. 

602.215 Data regarding borrowers and loan 
applicants. 

602^20 Waiver of restrictions. 

602.235 Information regarding personnel. 
602.245 Official records generally. 

Subpart B—Availability of Records of the 
Farm Credit Administration 

602-250 Official records of the Farm Credit 
Administration. 

602.251 Current index. 

002.255 Identification of records requested. 

602.260 Request for records. 

602.261 Response to requests for records. 
602.265 Fee* for provision of records. 

Subpan C—Testimony and Production of 
Documents In Legal Proceedings In Which 
the Farm Credit Administration la Not a 
Named Party 

602 260 General purposes. 

602.281 Definitions. 

602 282 General policy. 

602.283 Request for testimony or production 
of documents. 

002.284 Scope of permissible testimony. 

602 285 Manner in which testimony is given. 

602.286 Manner in which documents will be 
produced. 

602.287 Fees. 

602.288 Responses to demands served on 
FCA employees. 

602.289 Responses to demands served on 
non-FCA employees or entities. 

Authority: Secs. 5.9. 5.12. 5.18. Pub. L 82- 
181, 85 Slat. 619. 620. 621.12 US.C. IS 2243. 
2246.2252. 

§602.225 |Removed] 

2. By removing { 602.225. 

§ 602.230 (Removed) 

3. By removing { 602.230. 

4. By adding a new Subpart C to read 
as follows: 

Subpart C—Testimony and Production 
of Documents In Legal Proceedings In 
Which the Farm Credit Administration 
Is Not a Named Party 

§ 602.280 General purposes. 

The purposes of these rules arc to 
maintain the confidentiality of official 
documents and information of the Farm 
Credit Administration, conserve the 
time of Farm Credit Administration 
employees for their official duties, 
maintain the impartial position of the 
Form Credit Administration in litigation 
in which the Farm Credit Administration 
is not a named party, and enable the 
Governor to determine when to 
authorize testimony and to produce 
documents In legal proceedings in which 
the Farm Credit Administration is not a 
named party. This Subpart sets forth the 
procedures to be followed with respect 
to testimony concerning official matters 
and production of official documents of 


the Farm Credit Administration in legal 
proceedings m which the Farm Credit 
Administration is not a named party. 
This Subpart in no way affects the rights 
and procedures governing public access 
to official documents pursuant to the 
Freedom of Information Act or the 
Privacy Act. See 12 CFR Parts 602, 
Subpart B and 003. 

$ 602.281 Definitions. 

For the purpose of this Subpart: 

(a) "FCA" means the Farm Credit 
Administration. 

(b) “Governor" means the Governor of 
the FCA or his or her designee. 

(c) "General Counsel" means the 
General Counsel of the FCA or his or 
her designee. 

(d) "Official" means concerning the 
authorized business of the FCA. 

(e) "Legal proceeding" means any 
admininstrative, civil, or criminal 
proceeding, including a discovery 
proceeding therein, before a court of 
law, administrative board or 
commission, hearing officer, or other 
body in which the FCA is not a named 
party or in which the FCA has not 
instituted the administrative 
investigation or administrative hearing. 

(f) "Document" means any record or 
paper, including but not limited to a 
report, credit review, audit, letter, 
telegram, memorandum, study, calendar 
and diary entry, log, graph, pamphlet 
note, chart, tabulation, analysis, 
statistical or information accumulation, 
any kind of record of meetings and 
conversations, film impression, magnetic 
tape, or any electronic media, disk, film 
or mechanical reproduction that is 
generated, obtained or adopted by the 
FCA in connection with the conduct of 
its official business. 

(g) "Employee" means any officer, 
former officer, employee or former 
employee of the FCA. any member or 
former member of the Federal Farm 
Credit Board, any receiver appointed by 
the FCA. or any agent or independent 
contractor acting on behalf of the FCA, 
even though the appointment or contract 
has terminated. 

(h) "Demand" means any order, 
subpoena or other legal process for 
testimony or documents. 

(i) "FCA Counsel" means the General 
Counsel or his or her designee, a 
Department of Justice attorney, or 
counsel authorized by the FCA to act on 
behalf of the FCA or an employee. 

(j) "Court" means an entity conducting 
a legal proceeding. 

(kj "Person" means any individual, or 
any agency, corporation, partnership, 
trust, association, joint venture, pool, 
syndicate, sole proprietorship. 
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unincorporated organization, or any 
other form of entity not specifically 
listed herein but does not include the 
FCA or any FCA employee, 

§ 602.282 General policy. 

It is the policy of the FCA that official 
documents will not be voluntarily 
produced and that FCA employees will 
not voluntarily appear as witnesses in 
any legal proceeding. Under appropriate 
circumstances, the Governor may grant 
exceptions in writing to this policy when 
the Governor determines that the 
disclosure of official documents or 
testimony would be in the best interest 
of the FCA or in the public interest. 

§ 602.283 Request for testimony or 
production of documents. 

(a) No FCA employee shall give 
testimony concerning official matters 
nor produce any official documents in 
any legal proceeding without the prior 
written authorization of the Governor. 

(b) If testimony by an FCA employee 
concerning official matters or the 
production of official documents is 
desired, the requesting party or his or 
her counsel shall submit a letter to the 
Governor setting forth the title of the 
case, the forum, the requesting party's 
interest in the case, a summary of the 
issues in the litigation, the reasons for 
the request, and a showing that the 
desired testimony, documents, or 
information are nbt reasonably 
available from any other source. If an 
appearance or testimony is requested, 
the letter shall also set forth the 
intended use of the testimony, a general 
summary of the scope of the testimony 
requested, and a showing that no 
document could be provided and used in 
lieu of the testimony or other 
appearance requested. 

(c) The General Counsel is authorized 
to consult with the requesting party or 
his or her counsel to (1) refine and limit 
the request so that compliance is less 
burdensome, or (2) obtain information 
necessary to make the determination 
described in section 602-282 of this 
Subpart. Failure of the requesting party 
or his or her counsel to cooperate In 
good faith with the General Counsel to 
enable the Governor to make an 
informed determination under this 
Subpart may serve as the basis for a 
determination not to comply with the 
request. 

$ 602-284 Scops of permissible 
testimony. 

(a) The scope of permissible testimony 
by an FCA employee is limited to that 
set forth in the written authorization 
granted that employee by the Governor. 


(b) FCA employees are not authorized 
to give opinion testimony. The FCA. as 
the regulatory agency charged with the 
responsibility of examining and 
auditing, supervising and regulating the 
banks and associations and other 
institutions organized or chartered 
under the Farm Credit Ad of 1971. as 
amended, relies on the ability of its 
employees to gather full and complete 
information in order to carry out its 
statutory responsibilities. The use of 
FCA employees to give opinion 
testimony would hamper the FCA's 
ability to carry out its statutory 
responsibilities and would cause a 
serious administrative burden on the 
FCA’s staff. 

9 602.285 Manner in which testimony Is 
given. 

(a) Authorized testimony of FCA 
employees will be made available only 
through depositions or written 
interrogatories. FCA employees arc not 
authorized to appear and testify in court 
or to give interviews prior to a 
deposition or otherwise. 

(b) Where, In response to a request, 
the Governor determines that 
circumstances warrant authorizing 
testimony by an FCA employee, the 
requesting party shall cause a subpoena 
to be served on the employee in 
accordance with applicable Federal or 
State rules of procedure, with a copy of 
the subpoena sent by registered mail to 
the General Counsel. 

(c) Normally, authorized depositions 
will be taken at the FCA office to which 
the employee is assigned, and at a time 
arranged with the employee that is 
reasonably fixed to avoid substantial 
interference with the performance of the 
employee’s duties. 

(d) Upon completion of the deposition 
of an FCA employee, a copy of the 
transcript of the testimony shall be 
furnished at the expense of the party 
requesting the deposition to the General 
Counsel for the FCA's files. 

§ 602.286 Manner In which documents will 
be produced. 

(a) An FCA employee's authorization 
to produce official documents is limited 
to the authority granted that employee 
by the Governor. 

(b) Prior to the release of any official 
documents authorized by the Governor 
to be released, the requesting party shall 
obtain a protective order satisfactory in 
form to the FCA from the court before * 
which the action is pending to preserve 
the confidentiality of the documents 
subsequently produced. 

(c) Certified or authenticated copies of 
official FCA documents authorized by 


the Governor to be released under this 
Subpart will be provided upon request. 

§602.287 Fees. 

Unless waived or reduced, the 
following fees shall be charged for 
documents produced by the FCA in 
connection with requests subject to thi* 
subpart: 

(a) Searches for documents. Si.50 for 
each one-quarter hour (or fraction 
thereof) per employee for time spent by 
clerical personnel in excess of the first 
quarter hour and $3.15 for each one- 
quarter hour (or fraction thereof) per 
employee for lime spent by professional 
or managerial personnel in excess of the 
first quarter hour In locating, examining, 
preparing or copying the documents, and 
for transportation of personnel and 
documents necessary to the search. 

(b) Copying of documents. Ten cents 
per copy of each page made by 
photocopy or similar process. Normally, 
only one copy will be provided. 
Additional copies will be provided only 
upon a showing of demonstrated need 

(c) Certification or authentication of 
documents* $3.00 per certification or 
authentication. 

(d) Computer searches. Services of 
personnel in the nature of a computer 
search shall be charged for at rates 
prescribed in paragraph (a) of this 
section. A charge shall be made for the 
computer time involved, based upon the 
prevailing level of costs to the FCA and 
upon the particular types of computer 
and associated equipment and the 
amount of time that such equipment is 
utilized. A charge shall also be made fur 
any substantial amount of special 
supplies or materials used to contain, 
present, or make available the output of 
computers, based upon prevailing levels 
of costs to the FCA and upon the typ«> 
and amount of such supplies or 
materials that are used. 

(c) Other costs. When other services 
and materials not specifically identified 
in this section are requested and 
provided, their actual cost to the FCA 
shall be charged. 

(f) Payment of fees. A bill will be 
forwarded to the requesting party upon 
completion of the production, Payment 
shall be made by check or money order 
payable to the FCA. 

9 602.288 Responses to demands served 
on FCA employees. 

(a) Any FCA employee who is served 
with a demand in a legal proceeding 
shall immediately notify the General 
Counsel of such service, of the 
testimony or documents described in the 
demand and of all relevant facts. 
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(b) When authorization to testify or to 
produce documents has not been 
granted by the Governor, FCA counsel 
shall provide the party issuing the 
demand or the court with a copy of the 
regulations contained in this Subpart 
and shall inform the parly issuing the 
demand or the court that the employee 
upon whom the demand has been made 
is prohibited from testifying or ' 
producing documents without the prior 
approval of the Governor. 

(c) If the court rules that the demand 
must be complied with irrespective of 
instructions from the Governor not to 
produce the documents or disclose the 
information sought, the FCA employee 
upon whom the demand has been made 
shall respectfully decline to comply with 
the demand. 

(d) A determination under this subpart 
to comply or not to comply with any 
demand shall not constitute an assertion 
or waiver of privilege, lack of relevance, 
technical deficiencies or any other 
ground for noncompliance. The FCA 
reserves the right to oppose any demand 
on any legal ground independent of its 
determination under this subpart. 

f 602.289 Responses to demands served 
on non-FCA employees or entities. 

(a) FCA reports of examination or 
audits, or credit reviews generated or 
adopted by the FCA. or any documents 
related thereto are the property of the 
FCA and are not to be disclosed to any 
person without the FCA’s consent. 

(b) If any person who has possession 
of an FCA report of examination or 
audit, or a credit review generated or 
adopted by the FCA. or any documents 
related thereto is served with a demand 
in a legal proceeding directing that 
person to produce such FCA documents 
or to testify with respect thereto, such 
person shall immediately notify the FCA 
General Counsel of such service, of the 
testimony and documents described in 
the demand and of all relevant facts. 

Such person shall also object to the 
production of such documents or 
information contained therein on the 
uasis that the documents are the 
property of the FCA and cannot be 
released without FCA’s consent and that 
their production must be sought from the 
rCA following the procedures set forth 
,n H 602,283 (b) and (c), and 602.286(b) 

°f this subpart 

Donald E. Wilkinson. 

Governor. 

|FR Doc 85-3907 Tiled 2-21-85; 8:45 am| 
coot 470 S- 41 -M 


DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

18 CFR Parts 270, 271, 272, and 273 

f Docket No. RM84-14-021 through 024, 
Order No. 406-BI 

Deregulation and Other Pricing 
Changes on January 1,1985, Under 
the Natural Gas Policy Act 

Issued- February IS. 1985. 

% 

agency: Federal Energy Regulatory 
Commission. DOE. 

action: Order denying rehearing and 
clarifying previous order. 


Summary: On December 21.1984, the 
Federal Energy Regulatory Commission 
(Commission) issued Order No. 406-A, 
denying reheanng in part and granting 
rehearing in part in Docket No. RM84- 
14-001 et a/. Order No. 406-A stated that 
certain intrastate ga9 contracts 
deregulated under section 121(a)(3) 
because the price is over $1.00 per 
MMBtu, are subject to a new ceiling 
price if the gas is priced under an 
indefinite price escalator provision. The 
Commission received two petitions for 
rehearing and one petition for rehearing 
or clarification of that part of the final 
rule. For the reasons detailed in this 
order, the Commission is denying the 
petitions for rehearing of Order 406-A. 
and granting clarification. 

FOR FURTHER INFORMATION CONTACT. 

Peter J. Roidakis. (202) 357-8307 or 
Elisabeth Pendley, (202) 357-8476, Office 
of the General Counsel, Federal Energy 
Regulatory Commission. 825 North 
Capitol Street. Washington. D C. 20426. 

Before Commissioners: Raymond ). 
O'Connor. Chairman: Georgians Sheldon. A. 
C. Sousa. Oliver C. Richard III and Charles 
G. Stalon. 

Order Denying Applications for 
Rehearing and Clarifying Previous Order 

I. Introduction 

The Federal Energy Regulatory 
Commission (Commission) is denying 
applications for rehearing of Order No. 
406-A. 1 which amended Order No. 406.* * 


1 Deregulation and Other Pricing Changes on 
January 1.1985. Undar the Natural Gas Policy Act. 
49 FR 50637 [Dec. 51.1964) (Order denying rehearing 
in part, granting rehearing In pert, denying stay and 
making technical corrections). 

1 Deregulation and Other Pricing Changes on 
January 1.1385. Under the Natural Gas Policy Act. 
49 FR 46874 (Nov. 29,1064) (Final rule). 


Order No. 406-A stated, among other 
things, that certain intrastate gas 
contracts that are deregulated under 
section 121(a)(3) of the Natural Cas 
Policy Act of 1978 (NGPA) are subject to 
a price limitation if the gas is priced 
under an indefinite price escalator 
provision. The Commission received 
three timely applications for rehearing 
or clarification of this issue. 3 For the 
reasons stated below and those set forth 
in the final rule and the first order on 
rehearing, this order denies rehearing 
and clarifies the previous order. 

II. Background 

On January 1,1985, NGPA section 121 
deregulated the prices for substantia! 
amounts of intrastate and interstate gas. 
Section 121(a) eliminates price controls 
for ’’new natural gas" defined in section 
102(c) 4 and certain gas produced from 
“new. onshore production wells'* under 
section 103.*Section 121(a)(3) also 
deregulates the price of intrastate gas 
under section 105 or 106(b). if the price 
paid for the last deliveries of such 
natural gas occurring on December 31, 
1984. (or. if no actual deliveries occurred 
on that date, the price that would have 
been paid for deliveries) is higher than 
$1 00 per MMBtu. 

Section 121(e), however, imposes a 
limitation on the price that may be 
collected under indefinite price escalator 
clauses in certain intrastate contracts 
otherwise deregulated by section 
121(a)(3). 4 


’National Fuel Gat Distribution Corporation. 
RM84-14-022, |*nuary 16.1965; Grace Petroleum 
Corporation. RM84-14-0C3. January 16.1965; Shell 
Offshore Inc and Shell Western EAP Inc. (Shell). 
RM84-14-Q24. January 22.1985. 

On December 20.1984. in Docket No. RM84-14- 
021. Kepco. Inc. Hind an untimrly request for partial 
rehearing and partial slay of Order No. 406. Kepr.o’s 
filing raised issues addressed by the Commission's 
final rule and previous order on rehearing Thus, no 
action on Kepco's petition is necessary. 

'"New natural gas" under section 102(c) covers 
three types of gas (1) Cos produced from the Outer 
Continental Shelf under a lease entered into, on or 
after April 20.1977; (2) gas produced from an 
onshore well on which surface drilling began on or 
after February 19.1977. or the depth was increased 
by 1,000 feet on or after that date, and which is at 
least 25 miles from the nearest marker well or 
which i§ 1,000 feet deeper than the deepest 
completion location of any marker well within 2.S 
miles: and (5) gas produced from a reservoir from 
which natural gas was not produced In commercial 
quantities before April 20,1977. sub)ect to certain 
exclusions. 

* "New onshore production wells'* under section 
103(c) are onshore wells on which surface drilling 
began on or after February 19.1977. and from which 
gas Is produced from a proration unit that meets 
certain requirements. Section 121 deregulates on 
January 1.1965, the price of gas produced from 
section 103 wells where the gas was not committed 
or dedicated to interstate commerce on Apnl 20. 
1977. and is produced from a completion location 
deeper than 5.000 feet. 

•See 15 U.S.C. 3331(a)(3) (1962) 
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In general. Order No. 406 stated (I) 
that jurisdictional agency 
determinations are still necessary for 
section 102 and section 103 gas after 
January 1.1985; (2) that first sellers may 
make interim collections at the agreed 
upon deregulated price; (3) that gus 
which qualifies for both a regulated and 
a deregulated category will be 
deregulated; (4) that contract prices for 
intrastate contracts that are above $1.00 
per MMBtu by virtue of a definite price 
clause would not be subject to the price 
limitation on indefinite price escalator 
clauses imposed by section 121(e). 

Order No. 406-A denied rehearing on 
all issues raised by petitioners except 
the one concerning intrastate contracts 
and the $1.00 MMBtu threshold. With 
respect to this one issue. Order No. 406 
had provided that “where an intrastate 
contract contained both a fixed price < 
term and on indefinite price term, and 
both were over $1.00 per MMBtu ... the 
section 105(b)(3)(A) limitation would not 
apply, M T even if the December 31,1984. 
price was actually computed under the 
indefinite price clause. Order No. 406-A. 
however, granted rehearing on this issue 
and concluded that the section 121(e) 
and section 105(b)(3)(A) limitation 
applies to any indefinite price escalator 
clause in an existing or successor 
intrastate contract that was. or would 
have been, used to determine a contract 
price in excess of $1.00 per MMBtu on 
December 31,1984. One petitioner 
requested rehearing on this issue and 
two petitioners requested that the 
Commission clarify certain issues 
relating to intrastate gas subject to the 
price limitation on indefinite price 
escalation clauses. 

111. Discussion 

A. Determining Whether Certain 
Intrastate Gas Is Subject to the Price 
Limitation on Indefinite Price Escalator 
Clauses 

Shell Offshore Inc. and Shell Western 
E&P Inc. (Shell) object to the 
Commission's position in Order No. 406- 
A regarding when the price limitation on 
indefinite price escalator clauses would 
a))ply and state that the positron taken 
in Order No. 406 was correct. Shell did 
not, however, raise any arguments in its 
petition for rehearing. Rather, it relied 
on arguments raised in its written 
statement and oral comments at the 
October 11,1984. public hearing on the 
Commission’s Notice of Proposed 
Rulemaking in this docket and on its 
comments filed October 17.1984. The 


’Deregulation 4mt Other Pricing Changes on 
January 1, 1965, Under the Natural Gas policy Art. 
49 FR 4A&H0 (Nov. 20.1004) (Fht*l Rule) 
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Commission has again reviewed Shell's 
statement and comments and finds that 
it merely agreed with the Commission's 
initial interpretation on this issue but 
made no arguments supporting its 
position. The Commission therefore 
reaffirms its position on this issue and 
denies Shell's application for rehearing. 
As stated more fully in Order No. 406-A, 
the text of section 121le) and the 
conference report support the 
Commission's position that the price 
limitation on indefinite price escalator 
ctnuses should apply to any existing or 
successor intrastate contract otherwise 
deregulated by section 121(a)(3). 

B. Application of Section 1W Severance 
Taxes to Section 105(b)(3)(A) 

One petitioner, Grace Petroleum 
Corporation (Crace), filed an application 
in the alternative, either for rehearing or 
clarification, on the issue of whether 
severance taxes are recoverable under 
section 110 of the NGPA in addition to 
the maximum lawful price established 
on and after January 1.1985, pursuant to 
section 105(b)(3)(A). 

The Commission has stated that the 
allowances under section 110 of the 
NGPA are available for gas that is 
regulated but is not available for gas 
that is deregulated under the NGPA.* 
The Commission stated that this 
approach is consistent with a decision 
by Congress to subject a substantial 
amount of interstate and intrastate gas 
to market forces after January 1,1985. 
The Commission added that it made 
little economic sense to keep one 
component of the price of gas subject to 
a ceiling while deregulating another 
component, since the seller could 
compensate for cost limitations on the 
regulated component by legitimately 
raising the nonregulated component. 

Natural gas priced under a contract 
subject to section 105(b)(3)(A) is subject 
to the new price limitation established 
on and after January 1.1985, however. 
Therefore, the contract price is not price 
deregulated. 9 In that case, severance 


*Se» Order No. 406, Deregulation and Other 
Pricing Change* on January 1. IMS, Under the 
Natural Goa Policy Act. 49 FR 46874 at 46682 (Noe. 
20.1984) (Final rule) and Order No 407. Collection 
of NGPA section 110 Allowance! After January 1. 
IMS. 49 FR 49823 [Dec. 21.1964) [Fatal rule) 

•Thia to conaiitent with the CommiiiKm'a 
position in Order No. 406-A. In that order, the 
Commission said that while this gas waa 
deregulated by section 12l(a|J3J of the NGPA. it was 
subject to a price ceiling under section 121|e) it it 
was priced under an indefinite price escalator 
clause. If this gas to limited by the price ceiling, then 
it remains regulated and its first seller may collect 
certain produLttoo related cost*. 


taxes are recoverable under section 110 
of the NGPA without being in excess of 
the price limitation. Historically, gas 
subject to sections 105 and 106(b) whs 
also allowed a reimbursement for 
severance taxes under section 110. ,fl 
Since this gas remains subject to a pnee 
limitation, the Commission believes that 
it should follow the rule it established 
for regulated gas. not the one 
established for deregulated gas. 1 * 

C. Continuing Regulation Under Section 
100 for Gas Qualifying Under Section 
105(b)(3)(A) 

National Fuel Gas Distribution 
Corporation (National Fuel) is 
concerned that Order No. 406-A 
disallows collection of a section 108 
stripper well gas price for section 105 
gas that would otherwise be sold subject 
to the price limitation on indefinite price 
escalator clauses. Since National Fuel 
has misconstrued the Commission's 
position on this issue, the Commission 
will deny rehearing and clarify its 
position on this Issue. 

If natural gas is both stripper well gas 
and intrastate gas subject to the price 
limitation on indefinite price escalator 
clauses, the section 108 stripper well gas 
price may be collected Section 
105(b)(3)(D) specifically excludes the 
application of the price limitation on 
indefinite price escalator clauses found 
in section 105(b)(3)(A) 19 from stripper 
well gas. w Therefore, this gas may be 
sold subject to the limitations of section 
108. If. at some future time, however, the 
gas is no longer qualified as production 
from a section 108 stripper well, then the 
price limitation on indefinite price 
escalator clauses in section 105(b)(3)(A) 
would apply. 


"Set Order No, 106-8 49 FR 17439 (April 24 
1M4) rScnce the total proceed* from the fair uf gas 
at any ceiling pnee (including section 10S) are 
fungible, there are no persuasive reasons to 
discriminate against section 103 seller* by labeling 
soma of the proceed from the sal* of section 1QS g.»« 
as *tax reimhunwments.’ If collection of that cmlmg 
price generates a severance tax liability, then 
section liafaJtU operates to permit the seller t o 
collect a sufficient amount, contract permitun,? to 
reimburse him for lhat liability."). 

"The Communion notes that contractual 
authorization to collect section 110 severance 
I* necessary, however. 

'•The price cap imposed by section 121(e) r* 
calculated using a formula found in'eecticn 
laRbKJRA). The cap it the higher of the contract 
price on the dste of enactment ol the NGPA. 
adjusted for fnflatVan. or the section 102 price 
on inflation and growth adjustment 

11 The Conference Committee Report Is men nwtr 
explicit in ate ting that section 105 got other* iw 
subject to the price limitation on Indefinite pnee 
escalators, but which is Also stripper well gar wxnild 
not be subject to the limitation an indcfiniir pr.ee 
escalator clauses. **tf such gits were sold subjn t m 
the provisions of section 108" S. Rep. No. 1126. «5ih 
Cong.. 2d Seta &.1 (1978) 
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List of Subjects in 18 CFR Parts 270 
Through 273 

Natural gas, incentive prices. 

In consideration of the foregoing os 
well as for the reasons set forth in the 
final rules in this docket, the 
Commission denies the applications for 
rehearing and clarifies the previous 
order. By the Commission. 

Kenneth F. Plumb, 

Secretary, 

JFR Doc. 85-4380 Filed 2-21-85; 8:45 am| 
MJJNO COOC •717-01-U 


DEPARTMENT OF THE TREASURY 
Customs Service 

19 CFR Parts 171 and 172 

(T O. 85-251 

Customs Regulations Amendments 
Relating to District Directors Authority 
Over Fines, Penalties, and Liquidated 
Damages Cases 

agency: Customs Service. Treasury. 
action: Final rule. 

summary: This document amends the 
Customs Regulations by increasing the 
authority of district directors of Customs 
to act on petitions for relief in 
administrative cases involving penalties, 
forfe itures, or claims for liquidated 
damages, incurred for violations of the 
customs or navigation laws or 
regulations. The Customs Regulations 
are also amended to provide that the 
authority to act on certain supplemental 
petitions is retained by the 
Commissioner of Customs. The further 
delegation of authority will result in 
more expeditious processing of less 
complex cases, thereby benefiting the 
importing and traveling public. 
effective date: March 25.1985. 

*0« FURTHER INFORMATION CONTACT: 

leremy Baskin. Miscellaneous Penalties 
Branch, Office of Regulations and 
Rulings, U.S. Customs Serv ice. 1301 
Constitution Avenue NW., Washington, 
D C. 20229 (202-500-5746). 
SUPPLEMENTARY INFORMATION; 

Background 

Pursuant to section 618. Tariff Act of 
1930, as amended (19 U.S.C. 1618), the 
Secretary of the Treasury is empowered 
U> mitigate or remit fines, penalties, or 
forfeitures that are incurred under the 
customs or navigation laws. Section 
Tariff Act of 1930 (19 U.S.C. 
1023(c)) empowers the Secretary to 
cancel any charge made against a bond 
or Breach of any condition of the bond. 


upon payment of a lesser amount or 
penalty or upon such other terms and 
conditions as the Secretary may deem 
sufficient. With certain stated 
exceptions, by paragraph 1(h) of 
Treasury Department Order No. 105, 
Revised (T.D. 53854). the Secretary 
delegated authority to the Commissioner 
pf Customs to act on all cases where the 
claim for liquidated damages, fine or 
penalty (including the forfeiture) is not 
in excess of $100,000. This Order 
granted full mitigation authority to the 
Commissioner for specifically listed 
violations, including all liquidated 
damages claims. 

The Commissioner, by regulation, has 
delegated some of his mitigation 
authority to district directors of 
Customs. Pursuant to 3 171.21. Customs 
Regulations (19 CFR 171.21), district 
directors are empowered to mitigate or 
remit fines, penalties, or forfeitures 
incurred under any law administered by 
Customs when the total amount of fines 
or penalties incurred with respect to any 
one offense, together with the value of 
any merchandise subject to forfeiture, 
does not exceed $25,000. Under 5 172.21, 
Customs Regulations (19 CFR 172.21), 
district directors may cancel claims for 
liquidated damages arising from 
breaches of the terms or conditions of 
any bond when the claim is $50,000 or 
less. For certain liquidated damages 
claims the district director is given full 
authority to act upon the claim, without 
regard to the amount of the claim. These 
claims, which include most notably the 
failure to file timely entry summaries, 
are outlined in 3 172.22, Customs 
Regulations (19 CFR 172.22). 

Pursuant to §5 171.33 and 172.33. 
Customs Regulations (19 CFR 171.33. 
172.33), regional commissioners of 
Customs are empowered to consider 
supplemental petitions for relief in all 
cases acted upon by the district 
directors. Such review is mandated if 
there has been a specific request on the 
art of the petitioner for reconsideration 
y the regional commissioner, or if the 
district director believes no additional 
relief is warranted, or if the petitioner is 
not satisfied with the additional relief 
granted by the district director. 

Over the years it became clear that 
district directors were able to handle 
many of the less complex cases 
competently and more expeditiously 
than Customs Headquarters. Therefore, 
by notice published in the Federal 
Register on July 17,1984 (49 FR 28883). it 
was proposed to amend Parts 171 and 
172, Customs Regulations, to increase 
the district directors' authority. It was 
proposed that district directors be 
allowed to decide cases in which the 
liability was $100,000 or less, except 


with respect to violations of section 592, 
Tariff Act of 1930, as amended (19 
U.S.C. 1592), in which the jurisdictional 
amount was to remain at $25,000 or less. 
It was also proposed that supplemental 
petition review authority be retained by 
the Commissioner if the amount of the 
liability was between $25,000 and 
$100,000 (inclusive) with respect to 
penalty and forfeiture cases, and 
between $50,000 and $100,000 (inclusive) 
with respect to liquidated damages 
cases. Regional commissioners were to 
have this review authority if the liability 
was either $25,000 or less in penalty and 
forfeiture cases, or $50,000 or less in 
liquidated damages cases. 

Four comments were received in 
response to the notice. Three supported 
the granting of further mitigation 
authority and two also supported the 
retention of existing supplemental 
petition review authority by Customs 
Headquarters. A discussion of the 
specific comments and our responses 
follow'. 

Discussion of Comments 

Comment: The proposed delegation of 
further mitigation authority to district 
directors should not except cases arising 
under 19 U.S.C. 1592. 

Response: We disagree. Because of 
the inherently complex nature of these 
cases, the frequent representation of 
alleged violators by experienced 
Customs counsel and the availability of 
expertise at the Customs Headquarters 
level it has been determined that the 
existing delegations of authority in these 
cases should be retained. 

Comment Since district directors are 
to be given mitigation authority in cases 
in which the liability is under $100,000, 
regional commissioners should be given 
the same authority for supplemental 
petition review. 

Response: We disagree. Retention of 
supplemental petition review authority 
by Headquarters in fines, penalty, or 
forfeiture cases in which the liability is 
between $25,000 and $100,000 is 
essential to our functional responsibility 
for the fines, penalties and forfeitures 
program. Monitoring and oversight of 
Customs field operations are the central 
points of this functional responsibility. 
We have found that retaining review of 
such cases in the $25.000-$!00.000 range 
is an effective method of implementing 
this monitoring and oversight 
responsibility. Also, retention of current 
supplemental petition review authority 
ensures Headquarters review of cases in 
which unique or precedential issues 
might arise. 

Comment One commenter is 
concerned that the proposed delegation 
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of further authority to district directors 
would result in a greater lack of 
consistency in decisions made by Held 
offices. That comm enter supports the 
increase in authority only if it is 
accompanied by an increase in training 
and monitoring of field personnel by 
Headquarters. 

Response: As stated in the notice 
proposing the delegation of further 
mitigation authority, this delegation will 
be accompanied by a program for 
increased monitoring of the disposition 
of cases within field offices, as well as 
an expanded training program for fines 
and penalties personnel in the field 
offices. Also, it should be noted that a 
new Fines. Penalties and Forfeitures 
Handbook, which will provide 
comprehensive mitigation guidelines for 
ull violations, will tw published as a 
guide for Held personnel. 

Upon consideration of all comments 
received, and further review of the 
matter, it has been determined 
advisable to adopt the amendments as 
proposed. 

Executive Order 12291 

These amendments do not meet the 
criteria for a “major rule’* as defined by 
section 1(b) of E.0.12291. Accordingly, 
no regulutory impact analysis has been 
prepared. 

Regulatory Flexibility Analysis 

Pursuant to the provisions of section 
805(b) of the Regulatory Flexibility Act 
(Pub. L 98-354, 5 U.S.C. 601 et seq.J, it is 
hereby certified that the amendments 
set forth in this document will not have 
a significant economic impact on a 
substantial number of small entities. 
Accordingly, it is not subject to the 
regulatory analysis or other 
requirements of 5 U.S.C. 603 and 604. 

Drafting Information 

The principal author of this document 
was Susan Terranova. Regulations 
Control Branch. U.S. Customs Service. 

I lowever. personnel from other Customs 
Offices participated in its development. 

list of Subjects 

I9CFR Part 171 

Administrative practice and 
procedure. Law enforcement. Penalties. 
Seizures and forfeitures. 

19 CFR Pari 172 

Administrative practice and 
procedure. Penalties. 


Amendments to the Regulations 

Parts 17! and 172. Customs 
Regulations (19 CFR Parts 171. 172). are 
amended as set forth below. 

Alfred R. lie Angelas, 

Acting Commissioner of Cu*it>ms. 

Approved: February 4. 1986. 

|ohn M Walker. |r.. 

Assistant Secretory of Ihr Trwsury 

PART 171—FINES, PENALTIES. AND 
FOREITURES 

1. Section 171.21 is revised to read as 
follows: 


§ 171.21 Petitions acted on by district 
director. 

The district director may mitigate or 
remit fines, penalties, and forfeitures 
incurred under uny law administered by 
Customs, with the exception of penalties 
or forfeitures incurred under the 
provisions of section 592. Tariff Act of 
1930, as amended (19 U.S.C. 1592), on 
such terms and conditions as, under the 
law and in view of the circumstances, he 
shall deem appropriate, when the total 
amount of the fines and penalties 
incurred with respect to any one 
offense, together with the total value of 
uny merchandise or other article subject 
to forfeiture or to a claim for forfeiture 
value, does not exceed $100,000. The 
district director may mitigate or remit 
fines, penalties, or forfeitures incurred 
under 19 U.S.C. 1592 when the total 
amount of those fines, penalties or 
forfeitures does not exceed $25,000. 

2. Section 171.33(b)(1) is revised to 
read as follows: 

§ 171.33 Supplemental petitions for relief. 

• • • • • 

(b) Consideration —(1) Decisions of 
the district director. Where the district 
director has the authority to grant relief 
in accordance with the provisions of 
{ 171.21 and 171.22. he may grant 
additional relief if he believes it is 
warranted. If there has been a specific 
request on the part of the petitioner for 
review by the regional commissioner or 
Commissioner of Customs, or if the 
district director believes no additional 
relief is warranted, or if the petitioner is 
not satisfied with the additional relief 
granted by the district director, the 
supplemental petition, together with all 
pertinent documents, shall be forwarded 
to the regional commissioner of the 
region in which the district lies if the 
amount of the liability is $25,000 or less. 


or to the Commissioner of Customs if the 
amount of the liability is more than 
$25,000 hut does not exceed $100,000 fnr 
reconsideration and disposition of tIn¬ 
case. except as provided in § 171.22(c) 

(R.S 251, ms amended. R.S 5294 os amend'd, 
src.». 24 Slat. 91. as amended, secs. Blit B2J. 
624, 641. 46 Slat. 757. as amended. 759. as 
amended (19 U S.C 66, 16ia. i823. 1624. 1641. 
46 U.S.C 7. 320)) 

PART 172—LIQUIDATED DAMAGES 

1. Section 172.21 is revised to read os 
follows: 

8 172 21 Petitions acted on by district 
director of Customs. 

The district director may cancel any 
claim for liquidated damages incurred 
on such terms and conditions as. under 
the law and in view of the 
circumstances, he shall deem 
appropriate when the claim is $100.0uu 
or less. 

2. Section 172.33(b)(1) is revised to 
read as follows: 

$ 172.33 Supplemental petitions for relief 
• • * • • 

(b) Consideration —(1) Decisions of 
the district director. Where the district 
director has authority to grant relief in 
accordance with the provisions of 
S 172.21 and 172.22, he may grant 
additional relief if he believes it is 
warranted. If there has been a specific 
request on the part of the petitioner for 
review by the regional commissioner or 
Commissioner of Customs, or if the 
petitioner is not satisfied with the 
additional relief granted by the distru t 
director, the supplemental petition, 
together with all pertinent document 
shall be forwarded to the regional 
commissioner of the region in which ih r 
district lies if thp amount of the liability 
is $50,000 or less, or to the 
Commissioner of Customs if the amount 
of the liability is more than $50,000 hut 
does no! exceed $100,000, for 
reconsideration and disposition of the 
case, except as provided in 
5 172.22(d)(3). 

• • • • • 

(R.S 251 ms amended. R.S 5294. n» <1 

sec. 9, 24 Slat. 81. as amended, secs 618 r>2J. 
624. 641, 46 Stnt. 757. as amended, 759 as 
amended (19 U-SC. 60. !61!t, 1623.1624. !64! 

40 U.S.C. 7. 320)) 

|FR Doc BS-4378 Filed 2-21-65; 8:45 am] 

BtLLlNO COOC 4*20-04-U 
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DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Office of the Secretary 

Office of the Assistant Secretary for 
Housing—Federal Housing 
Commissioner # 

Office of the Assistant Secretary for 
Public and Indian Housing 

24CFR Part 232 

I Docket No. N-S5-1501I 

Announcement of Effective Dates for 
Recently Published Final Rules 

Correction 

In FR Doc. 85-4047, appearing on page 
6937. in the issue of Tuesday. February 
19.1985. in the third column, in 
paragraph number ”2'*. in the second 
line. 221. 238” should read ”221. 232, 

•MING COOC 1S0V41~M 


ENVIRONMENTAL PROTECTION 

AGENCY 

40CFR Part 52 

I Region II Docket No. 44; A-2-FRL-2782-2J 

Approval and Promulgation of 
Implementation Plans; Commonwealth 
of Puerto Rico Lead Plan 

agency: Environmental Protection 

Agency. 

action: Final rule. 

summary: As proposed in the Federal 
Register on July 2,1984 (49 FR 27174), 
this action approves the Commonwealth 
of Puerto Rico implementation Plan for 
h‘«id. The Environmental Protection 
Agency has found that the Puerto Rico 
lead plan meets all applicable 
requirements under section 110 of the 
Clean Air Act and 40 CFR Part 51. 
Requirements for preparation, adoption 
■nd submittal of implementation plans/’ 
And is. therefore, approvable. The Puerto 
R*co plan provides for attainment and 
maintenance of the national ambient air 
quality standards for lead throughout 
’he Commonwealth. 
s^ective date: This action will be 
Effective on March 25.1985. 
addresses: Copies of the plan and the 
accompanying support documents are 
Available for inspection during normal 
business hours at the following 
locations: 

fr'vtronmental Protection Agency. Air 
ftograms Branch. Region II Office. 
Room 1005. Jacob K. Javits Federal 


Building. 20 Federal Plaza. New York. 
New York 10278 

Environmental Protection Agency. 

Public Information Reference Unit, 401 
M Street SW„ Washington. DC 20400 
Office of the Federal Register, Room 
8401,1100 L Street NW.. Washington. 
D.C. 

Commonwealth of Puerto Rico. 
Environmental Quality Board. 204 Del 
Parque Street Santurce, Puerto Rico 
00910 

FOR FURTHER INFORMATION CONTACT: 

William S. Baker. Chief. Air Programs 
Branch. U.S. Environmental Protection 
Agency. Region It Jacob K. Javits 
Federal Building, 26 Federal Plaza. New 
York. New York 10278. (212J 264-2517 
SUPPLEMENTARY INFORMATION: 

I. Background 

On October 5.1978 (43 FR 46248), the 
Environmental Protection Agency (EPA) 
promulgated at 40 CFR 50.12 national 
ambient air quality standards for lead. 
Both the primary and secondary 
standards were set at a concentration of 
1.5 micrograms of lead per cubic meter 
of air, averaged over a calendar quarter. 
As required by section 110 of the Clean 
Air Act and the October 5,1978 
promulgation, it was necessary for the 
Commonwealth of Puerto Rico to submit 
a plan that provides for attainment and 
maintenance of the lead standards. 

The general requirements for a lead 
plan are outlined in section 110 of the 
Clean Air Act and EPA regulations at 40 
CFR Part 51, Subpart B. Specific 
requirements for developing a lead plan 
are the submission of air quality data, 
emissions data, an air quality modeling 
analysis, control strategies for each area 
exceeding the standards, a 
demonstration that the standards will be 
attained within the time frame specified 
by the Clean Air Act. and provisions for 
maintenance of the standards. 

On March 18,1984 the Chairman of 
the Puerto Rico Environmental Quality 4 
Board submitted to EPA a draft plan for 
the attainment and maintenance of the 
air quality standards for lead. A public 
hearing on this plan was held on June 6. 
1984. 

EPA evaluated this draft plan and. on 
July 2.1984 (49 FR 27174). proposed its 
approval. However, this notice of 
proposed rulemaking pointed out that 
final approval would be contingent upon 
the adoption of the plan, including a 
program for the review of new or 
modified sources of lead. No comments 
were received in response to either the 
Commonwealth's public hearing or 
EPA’s notice of proposed rulemaking. In 
a letter dated September 28. 1984 the 
Chairman of the Puerto Rico 


Environmental Quality Board submitted 
the final plan to EPA. 

II. The New Source Review Program for 
Lead 

As noted in EPA's July 2.1984 notice 
of proposed rulemaking, EQB submitted 
as a part of its draft lead plan proposed 
revisions to Rule 102 of the Puerto Rico 
Regulations for the Control of 
Atmospheric Pollution. These proposed 
revisions were found to address 
adequately EPA's requirements for new 
source review, but required final 
adoption. In a December 12,1984 letter 
to EPA. EQB provided the following 
assurances with regard to these 
revisions: 

(1) A schedule, with interim 
milestones, for adopting the new source 
review regulations prior to March 31. 
1985. 

(2) A certification that if any new 
stationary source of lead that has a 
potential to emit five tons per year or 
more is foreseen to be built, such source 
will be reviewed and the permit to 
construct denied if the source is found to 
cause a violation of the lead standard. 

III. EPA's Final Action 

Based on its review of the 
Commonwealth of Puerto Rico lead 
plan, EPA finds that the 
Commonwealth’s submittal adequately 
provides for the attainment of the air 
quality standards for lead and provides 
for the maintenance of these standards 
in all areas of the Commonwealth. 
Therefore, EPA is approving the 
Commonwealth of Puerto Rico’s lead 
implementation plan. 

The Office of Management and Budget 
has exempted this rule from the 
requirements of section 3 of Executive 
Order 12291. 

Under section 307(b)(1) of the Clean 
Air Act. petitions for judicial review 
must be filed in the United States Court 
of Appeals for the appropriate circuit 
within 60 days of today. This action may 
not be challenged later in proceedings to 
enforce its requirements. (Sec. 307(b)(2).) 

List of Subjects in 40 CFR Part 52 

Air pollution control. Incorporation by 
Reference, Lead, Particulate matter. 
Intergovernmental relations. 

Note.—Incorporation by Reference of the 
Implementation Plan for (he Commonwealth 
of Puerto Rico was approved by the Director 
of the Federal Register on July 1.1982. 

(Secs. 110 and 301 of the Clean Air Act. as 
amended (42 U.S.C. 7410 and 7601)) 
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Dated: February 15. UW5. 

Ice M. Thomas, 

Administrator, Environmental Protection 
Agency . 

PART 52—{AMENDED| 

Title 40, Chapter I. Subchapter C. Part 
52, Code of Federal Regulations is 
amended as follows: 

Subpart BBB—Puerto Rico 

1. Section 52.2720 is amended by 
adding a new paragraph (c)(32) as 
follows: 

# 52.2720 Identification of plans. 

• • • • • 

(c) * • • 

(32) An Implementation Plan for 
attainment of the lead standard was 
submitted on September 28,1984 by the 
Chairman of the Puerto Rico 
Environmental Quality Board, On 
December 12.1984, the Chairman 
submitted a schedule for establishing a 
program to review new sources of lead. 

• • • • • 

2 .. Section 52*2723 is amended by 
adding to the table a new column for the 
pollutant lead, "Pb," as follows: 

$ 52.2723 Attainment dates lor national 
standards. 

• • • 6 0 


Air <M*b consol ngon end nonettenmnnl 

area 



Pb 

Cetane ea beam * * * 


a 

Gveynif m beam • • • _ 


a 

fiwnOTdar d Puerto AQCH • • • 


a 


• • • • • 

IFR Doc. 85-4365 Filed 2-21-85; 845 am] 
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FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Parts 2, 21, 74, 78, 94. and 95 

I Gen. Docket No. 82-334; FCC 85-491 

Establishment of a Spectrum 
Utilization Policy for the Fixed and 
Mobile Services' Use of Certain Bands 
Between 947 MHz and 40 GHz 

aqency: Federal Communications 

Commission. 

action: Final rule. 

summary: The Commission has adopted 
a Second Report and Order regarding 
use of the 31.0 to 31.3 GHz band. 

Existing technical standards are 
modified and a prior frequency 
coordination requirement is eliminated. 
Fixed and mobile operations will be 


licensed; however, no protection from 
harmful interference will be afforded. 
This action is in response to suggestions 
from the public for a frequency 
allocation with greatly reduced licensing 
and coordination requirements. It should 
encourage development of equipment 
and lead to expanded use of the hand. 
EFFECTIVE DATE: March 1& 1985. 
ADDRESS: Federal Communications 
Commission. 1919 M Street, NW. 
Washington, DC 20554. 

FOR FURTHER INFORMATION CONTACT: 
Donald Draper Campbell. Office of 
Science and Technology, Spectrum 
Management Division, Frequency 
Allocations Branch, 202-853-8171. 
SUPPLEMENTARY INFORMATION: 

List of Subjects 

47 CFR Port 2 
Allocations. 

47 CFR Part 21 

Communication common carriers 
Point-to-point microwave Transmission. 

47 CFR Part 74 

Point-to-point microwave. 

47 CFR Part 78 

Point-to-point microwave. 

47 CFR Part 94 

Point-to-point microwave. 

47 CFR Part 95 

Point-to-point microwave. 

Second Report and Order 

In the Matter of Establishment of a 
spectrum utilization policy for the fixed and 
mobile services’ use of certain bands 
between 947 MHz and 40 GHz. (Gen. Doc 82- 
334 J. 

Adopted: January 29.1985. 

Released: Fcbruory 8.1985. 

By the Commission. 

Purpose 

1. In this Second Report and Order 
[2nd R&OJ) we are considering one issue 
raised in the Notice of Proposed Rule 
Making but not completed in the First 
Report and Order in this proceeding. 

This issue concerns the use of the 31 
GHz (31.0-31.3 GHz) band. 

Background 

2. On {anuary 13.1983. the 
Commission adopted and reteased a 
Notice of Proposed Rulemaking [NPRM] 
in this proceeding. 48 FR 0730 (1983). 
proposing spectrum allocations and 
standards for certain microwave bands. 
Although a major purpose of this 
proposal was to develop provisions for 
the reaccommodation of users in the 12 
GHz band (12.2-12.7 GHz) that might 


need to relocate to other spectrum 
because of the reallocation for a Din t t 
Broadcasting Satellite service, other 
issues were addressed. One such issue 
wus the future use of the 31 GHz band. 

3. On September 9,1983 the 
Commission adopted a First Report and 
Order [1st RGO ) in General Docket 82- 
334. 48 FR 50722 (1983) that provided 
spectrum for the reaccommodation of 
existing 12 GHz fixed microwave users 
In adopting the 1st R&O ; the 
Commission stated that a number of the 
issues raised in the NPRM would be 
addressed in a later phase of this 
proceeding. In this 2nd R&O we are 
adopting rules which will permit 
expanded use of. and access to. the 31 
GHz band by Commission licensees.' 

Proposals Regarding 31 GHz 

4. In the NPRM the Commission 
proposed the following for the 31 GHz 
band: 

(1) Establish channeling plans based 
on 12.5 MHz and 25.0 MHz bandwidth*. 

(2) Place no restriction on the type of 
emission which may be employed, 

(3) Require transmitters to maintain a 
frequency stability of 0.003% or better. 

(4) Limit the transmitter output power 
to 0.05 W (both fixed and mobile 
operations), 

(5) Place no limitations on equivalent 
isotropically radiated power (EIRP). 

(6) Require a minimum front-to-bai k 
ratio of 38 dBi and 4 degree beamwtdth 
for antennas, and 

(7) Permit access to this spectrum by 
an entities, including individuals for 
personal communication. 

We also stated that while licensing 
would be required no interference 
protection would be afforded to fixed 
and mobile stations operating in this 
band. 

5. This proposal for the 31 GHz band 
was designed to satisfy various types of 
short range, fixed and mobile 
communications requirements. For 
example, an individual who wants to 
install a remote video security system or 
a private earth station could make use 
of this bund. Also, a common carrier 
could utilize this band to establish a 
temporary radio link to bypass an 
existing cable facility which has been 
disrupted. A broadcaster or cableeaster 
who needs to establish a radio link 
between a television camera and a 
mobile relay station could equally find 
this band valuable. The proposal was 


‘Tho 31.0 to 313 GHz bund it currently ■llocjird 
on « primary hnais to non-government Fixed and 
Mobile Service* end on a secondary basia to both 
the government and nan-government Standard 
Frequency and Time Signal-Satellite Service 


















Federal Register / Vol. 50, No. 36 / Friday, February 22, 1985 / Rules and Regulations 


7339 


based on suggestions from commenter 9 
to the Notice of Inquiry in this 
proceeding who stated that there is a 
need for a spectrum allocation having 
greatly reduced licensing and 
coordination requirements. 

Comments 

6. Five parties commented on the 31 
GHz band proposals. The comments can 
be divided according to two issues: 
technical standards and access 
provisions. With respect to the technical 
issues. Harris Corporation supported the 
Commission proposals for 31 GHz. 
Hughes Microwave stated that the use 
of the 31 GHz band should be limited to 
inexpensive, low performance 
equipment. M/A-COM. on the other 
hand, recommended that the frequency 
stability be relaxed to 0.03% and the 
channel bandwidth be widened to 50 
MHz to support FM-video and to be 
consistent with the relaxed frequency 
stability. M/A-COM indicated that 
these changes would not cause any loss 
of frequency use since there is to be no 
coordination in this band. 

7. Both CBS. Inc. (CBS1 and Los 
Angeles County Department of 
Communications (Los Angeles) raised 
questions about access to the band. CBS 
stated individuals perse should not be 
authorized in the 31 GHz band but 
should be given access to spectrum 
above 40 GHz. While Los Angeles did 
not address the Issue of individuals' 
access to the 31 GHz band, it did state 
that since public safety services may 
use the 31 GHz band, some technical 
standards and administrative 
procedures are needed to protect 
licensed services. Further. Los Angeles 
suggested that safety-of-llfe use should 
be a first priority. 

Discussion 

8. CBS did not provide any supporting 
documentation on why individuals 
should not be permitted access to this 
spectrum other than to state that 
inclusion of individuals may create 
congestion and strain the Commission's 
resources to enforce transmission 
standards. Likewise, Los Angeles did 
not support, with specific data, its 
contention that priority access should fie 
given to the licensing of public safety 
operations at 31 GHz. 

9 The Commission does not find merit 
in the positions of CBS and Los Angeles. 

CBS correctly notes in its comments, 
the Commission is trying to find 
spectrum for those who do not fall 
£iihin the traditional service categories, 
hut yet have unfulfilled communication 
^uirements. We continue to feel that 
this 300 megahertz at 31 GHz is an 
a Ppropriate location for use by 


individuals. One of the driving forces 
behind this proceeding is the reduction 
or elimination of "type of entity" 
barriers, except perhaps where some 
special conditions exist. At present, 
individuals, in their own right, do not 
have access to spectrum allocated to the 
fixed or mobile services above 1 GHz. 
There are a number of potential 
applications where individuals have a 
need to communicate on either a one¬ 
way or two-way basis which are not 
practical by other means, Le. wire. For 
instance, if an individual owns a 
receive-only earth station which could 
not be located next to his home, that 
person might want to install an 
interconnecting point-to-point 
microwave link. The Commission's 
Rules do not prohibit an individual to be 
the licensee of a transmitting or 
receiving earth station. Another 
example would be the operation of a 
remote video security system. There are 
no doubt numerous other applications 
where the needs of an individual could 
be fulfilled if individuals had access to 
this spectrum. 

10. In the NPRM the Commission 
proposed to permit both fixed and 
mobile operations in the 31GHz band on 
a co-equal non protected basis; that is. a 
licensee could not object to harmful 
interference being caused by any other 
licensed operation.* No specific data 
has been presented to indicate that it 
would not be in the public interest to 
adopt this approach. The probability of 
causing or receiving harmful 
interference at 31 GHz will be small 
because (a) free space and atmospheric 
attenuation is high, (b) transmitter 
power is limited to 0.05 W. and (c) a 
minimum front-to-back antenna gain of 
38 dB is required. All of these factors, 
plus the expected geographic diversity 
of use. should limit the potential for 
harmful interference. If an entity does 
not feel that its operations can exist in 
an environment where there is a 
potential for harmful interference, then 
it should operate in other bands where 
protection is provided. e.g. 18 and 22 
GHz. The Commission does not believe 
that there is sufficient justification to 
prioritize the licensing of any operation 
in this hand, given the access approach 
discussed above. Therefore, the public 
interest would not be served by 
adopting Los Angeles' request to give 
preference to public safety applications. 


* “Harmful Interference: Interference which 
endangers the functioning of a radionavtgatlon 
service or of other safety sendees or seriously 
degrades, obstructs, or repeatedly Interrupts a 
radiocommunicatton service operating in 
accordance with these [international Radio) 
Regulations.“ (I 2 t Terms and Definitions.) 


11. As noted above, one commenter 
stated that the technical operating 
parameters should be relaxed from what 
was proposed in the NPRM. There was 
no specific objection by other parties. 
The Commission feels that it is 
appropriate to relax the frequency 
tolerance from 0.003% to 0.03%. to drop 
the proposed 12.5 MHz channeling plan, 
and to provide a 50 MHz channeling 
plan. Therefore, we are adopting in this 
2nd R&O technical standards for this 
band that provide for 

(a) Channeling plan based on 25 and 
50 MHz band widths. 

(b) No restriction on the type of 
emission which may be employed. 

(c) Transmitters to maintain frequency 
stability of 0.03% or better. 

(d) The maximum transmitter output 
power of 0.05 W (both fixed and mobile 
operations), 

(e) No limitations on EIRP. and 

(fy A minimum front-to-back ratio of 
38 dBi and a 4 degree beam width for 
antennas. 

We believe that the adoption of these 
standards will encourage the 
development of equipment for this band 
which is currently unused. Equipment 
manufacturers who feel inclined to 
develop equipment with a tighter 
tolerance will reap some benefit from 
using the 25 MHz channeling plan. 

12. Stations will be licensed for either 
fixed or mobile operations.* 

Applications for fixed operations will 
specify the coordinates of both the 
transmitting and receiving stations. 
Applications for mobile operations will 
specify an area of operation.If a 
transmitting or receiving station is to be 
a permanent facility, its coordinates will 
be given plus a radius of operation (in 
kilometers). If. on the other hand, both 
transmitting and receiving stations will 
be mobile, the area of operation 
specified can be either a circle (defined 
by a point and radius] or rectangular 
box (defined by longitude and latitude 
of the sides of the rectangle). 

13. The current practice is to require 
transmitters designed exclusively for 
fixed point-to-point operation to be 
authorized under the notification 
procedure. However, transmitters 
designed for mobile operation are 
authorized under the type acceptance 
procedure. At 31 GHz, we are permitting 
both fixed and mobile operation. Due to 
the higher frequency involved, the low 


' Canadian and Mexican facilities will ba 
afforded protection from harmful interference. Prior 
to licensing of domestic 31 GHx facilities located 
either north of Line A or west of Line C (see f Z1 for 
definition of Lines A and C). those proposals will be 
coordinated with Canada by the Commission. 
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power level restriction, and the lack of 
any protection against harmful 
interference from other users, we have 
chosen, in this instance, to require 
notification for all forms of operation. 

14. In this 2nd RfrO we have adopted 
rules which permit expanded use of. and 
access to. the 31 GHz hand by 
Commission licensees. These rules 
include permitting individuals access to 
the band for the transmission of 
personal communication and new 
technical standards which will 
encourage the development of 
equipment. 

Final Regulatory Flexibility Analysis 

15. This proceeding increases the 
options available for the sharing of the 
31 GHz band by all types of entities, 
including individuals. No comments 
were received which addressed issues 
specifically related to the Initial 
Regulator* * Flexibility Analysis. The 
proposed rules were developed to 
minimize the regulatory burden on all 
users of this spectrum, including small 
businesses. Since no alternative 
regulatory approaches were suggested in 
the comments to further reduce the 
anticipated burden on small businesses, 
we see no need to modify the regulatory 
structure proposed in the NPRX1 

Administrative 

16. Accordingly, it is ordered, that 
pursuant to the authority of Sections 
4(i). 301 and 303(r) of the 
Communications Act of 1934. as 
amended. 47 U.S.C. 4{i), 301 and 303(r). 
that Parts 2. 21, 74. 7a 90, 94 and 95 of 
Chapter I of Title 47 of the Code of 
Federal Regulations are amended as 
specified in the Appendix. These 
amendments become effective March 18, 
1985. 

17. For further general information 
contact Donald Draper Campbell. (202- 
053-8171). With respect to common 
carder issues contact Stephen 
Thompson (202-834-1854), for pdvate 
radio issues contact Frederick Day (202- 
634-2443). for broadcast auxiliary issues 
contact James Durst (202-834-8307). for 
cable television issues contact John 
Wong (202-254-3420) and for general 
mobile radio issues contact John B. 
Johnston (202-832-4964). 

(Secs. 4. 303. 48 Stat,. as amended. 1066.1062; 
47 U-S.C 154. 303) 

Federal Communications Commission. 
William | Trirarico. 

Secretary. 

Appendix 

Chapter I. Parts 2. 21. 74. 78. 90. 94 and 
95 of Title 47 of the Code of Federal 
Regulations is amended as follows: 
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PART 2—ALLOCATIONS, 
ASSIGNMENT, AND USE OF RADIO 
FREQUENCIES 

1. Section 2.106 is amended by 
revising column (6) of the Table between 
31.0 and 31.3 Cl Iz as follows: 

§ 2.106 Table of frequency allocation*. 

• • • • • 

AUXILIARY BROADCASTING (74) 

DOMESTIC PUBLIC FIXED (21) 

CABLE TELEVISION REIAY (78) 

GENERAL MOBILE RADIO (95) 

PRIVATE OPERATIONAL-FIXED 
MICROWAVE (94) 


PART 21—DOMESTIC PUBLIC FIXED 
RADIO SERVICE 

1. Section 21.100 is amended by 
adding new paragraph (b) ns follows: 

$21,100 Frequencies. 

(«)••• 

(b) The provisions of this section do 
not apply to operations in the band 31.0 
to 31.3 GHz. Operations in this band are 
unprotected and subject to harmful 
interference from other licensed 
operations in this band. 


2. Section 21.107 is amended by 
revising all entries above 10.000 MHz in 
the Table In paragraph (b) as follows 


§21.107 

(«}• • 
(b) • ‘ 


Transmitter power. 




00* § J 
fWwftvi 


10,000 K> 31 000 
31.000 10 31 300 
At**# 31,300 


•too 
0 01 
MOO 


3. Section 2K108 is amended by 
revising paragraph (c) as follows: 

§21.108 Antennas 
(*)••• 

• • • • • 

(c) Fixed stations (other than 

temporary fixed stations. Multipoint 
Distribution Service stations, and Digital 
Termination Service nodal stations) 
operating at 2,500 MHz or higher shall 
employ transmitting and receiving 
antennas meeting the appropriate 
performance Standard A indicated 
below, except that in areas not 
subjected to frequency congestion 
antennns meeting performance Standard 
B may be used subject to the liabilities 
set forth in § 21109(c). 


Antenna Standards 



Ncrta — Stitona mo*! employ an 

10 frequency congonqn m 
Comrareeon may raqwa me u«# of a 


TNtf mmtti trre c*rtc*m*nc* Mandate* (or category A 
"waiino atendteda for cata yoryB nny be amptorsd Note. 

1 hw fntetfarenoa ptOteM can 0a reaotvad 


In arert mi 
.ML fiat *• 

by rn* jm# 


4. Section 21.120 is umended by 
adding a sentence to the end of 
paragraph (a) os follows: 


§ 21.120 Authorization of transmitters 

(a) * * * Transmitters designed for 
use in the 31.0 to 31.3 GHz band shall be 
authorized under the notification 
procedure. 
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5, Section 21.701 is amended by 
I replacing the phrase "31,000- 31,200 MHz 
with the phrase "31.000- 31.300 MHz 
I > r in the Table in paragraph (a): adding 
I note 1 s to the Table in paragraph (a); 

I end adding new paragraph (e) as 
I follows: 

1121 701 Frequencies 

W* 

• • • • 

11 Frequencies in this band are co-equaily 
I ihsred with stations in the Auxiliary 
I Broadcasting (Part 74). Cable Television 
1 Relay (Part 78). Private Operational-Fixed 
I Microwave (Part 94) and General Mobile 
I Radio (Part 95) Services. 

• • # 

(e) 31.0 to 31.3 GHz. These frequencies 
I are shared on a co-equal basis with 
other stations in the fixed and mobile 
services (see Parts 21. 74.94. and 95). No 
interference protection is afforded to 
fixed or mobile stations operating in this 
(band. 

(1) 25 MHz authorized bandwidth 
I channels, 150 MHz separation. 


TranwM trace**) (MHz) 

HwwO 

(MHU 


SI 1625 

IIM7X 

Si 167 5 


317125 

3I»7 5 

31737 5 

3MIPS 

317625 

V 137 $ ___ 

31767 5 



(2) 50 MHz authorized bandwidth 
channels, 150 MHz separation. 


T'tnvatf (roc•*•) (MHz) 

n«co*v» 

(tTMffmm 

(WKX) 

I* o .____. 

31.1750 

*0750 . . 

31 2250 

h.iao 

317750 

— 


8. Section 21.703 is amended by 
revising all entries between 29,500 and 
38.600 MHz in the Table in paragraph (g) 

follows: 

5 21703 Bandwidth and emission 

taltation*. 

* • • • • 
w • • 


Mamun 

^•Owvr«r*.CMMz> ■utrwwd 


<MK*j 


**<>*> 31.300. 


- 25 Of 50 


7 Section 21.801 is amended by 
Rising the Table in paragraph (a); 

note • to the Table in paragraph 


(a): revising the Table in paragraph (d); 
adding note • to the Table in paragraph 
(a); and adding new paragraph (e) as 
follows: 


§ 21.801 Frequencies. 

(a) • * * 

6,425 to 6,525 MHz # 

11,700 to 12,000 MHz 31 

13.200 to 13.250 MHz 1 

21.200 to 22.000 MHz *• 
22,000 to 23,600 MHz L 
31,000 to 31,300 MHz • 


x i 
§ 


• Frequencies in this band ore co-equally 
shared with stations in the Auxiliary 
Broadcasting (Part 74), Cable Television 
Relay (Part 78). and Private Operational- 
Fixed Microwave (Part 94) and General 
Mobile Radio (Part 95) Services. 

(b) * * * 

(c) * * * 

(d) * * * 

3.700 to 4.200 MHz l • 

5,925 to 6.425 MHz *• » 

10.700 to 11.700 MHz »• • 

13.200 to 13.250 MHz * 

21.2001o 22,000 MHz 14,1 

22.000 to 23.600 MHz *■ * * 

31.000 to 31.300 MHz* 

• • * • • 

* Frequencies in this band are co-equally 
shared with stations in the Auxiiiory 
Broadcasting (Part 74). Cable Television 
Relay (Part 78). Private Operational-Fixed 
Microwave (Part 04) and General Mobile 
Radio (Port 95) Services. 

(c) 31.0 to 31.3 GHz. These frequencies 
are shared on a co-equal basis with 
other stations in the fixed and mobile 
services (see Parts 74. 78, 94. and 95). No 
interference protection is afforded to 
fixed or mobile stations operating in this 
band. 

(1) 25 MHz authorized bandwidth 
channels. 150 MHz separation. 


Trawma (rocorvol (MHj) 

(trarunrt) 

(MHz) 

31.0125 

31.162 5 

310375 

31,167.5 

31062 5 

31 2125 

31.067 5 

31737 5 

31.1125 

31 262 5 

31.1375 

31767 5 



(2) 50 MHz authorized bandwidth 
channels. 150 MHz separation. 


Trgnvr* (rocerv*) (VKr) 

Roc®** 

(tran'irtf) 

(MHr) 

310250 

31.1750 

31.2250 

31,2750 

310P50 

31,1250 


• • • • • 


8. Section 21.804 is amended by 
adding a new entry in the Table in 
paragraph (d) as follows: 

$ 21.804 Bandwidth and emission 
limitations. 


• • • • • 

(d) • • • 

frogv^nc, (UMj) 


M*omum 

AutfKrotO 

ta*x**dm 

<MM*J 

3i,000 to 31 300 

• 

25 or 50 

• 66 

• 

• 


PART 74—EXPERIMENTAL, 
AUXILIARY AND SPECIAL 
BROADCAST AND OTHER PROGRAM 
DISTRIBUTION SERVICES 

1. Section 74.502 is amended by 
redesignating paragraphs (c) and (d) as 
paragraphs (d) and (e) respectively; and 
by adding new paragraph (c) as follows: 


§ 74.502 

(a)* * 


Frequency assignment. 


(c) 31.0 to 31.3 GHz. The following 
frequencies are available for assignment 
to aural broadcast STL and intercity 
relay stations. These frequencies are 
shared on a co-equal basis with other 
stations in the fixed and mobile services 
(see Parts 21. 78, 94 and 95). Applicants 
may use either a two-way link or one or 
both frequencies of a frequency pair for 
one-way links. No interference 
protection is afforded to fixed or mobile 
stations operating in this band. 

(1) 25 MHz authorized bandwidth 
channels. 150 MHz separation. 


Tf*nvmt (MH/I 

R«c«»ve 

(ttftrwnitl 

IMHx) 

310125. . 

31 1625 

31.037 5 . ... ..- 

31.1675 

31 0625.... 

317125 

31.067 5._ . 

31.237.5 

31.1125. - . .. 

31762 5 

31.137 5..- ~ .... . 

317075 




(2) 50 MHz authorized bandwidth 
channels, 150 MHz separation. 


Tr*rtsrrwi (r»C«— | (MHjj 

(WftWftU 

CUM*) 

3r 0260__ 

31.1750 

31.0750 ... - 

317250 

31.1250 ... ....». 

317750 



2. Section 74.534 is amended by 
revising paragraph (b) as follows: 
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§ 74.534 Power flmutations. 

(a) *** 

(b) For stations operating in bands 
above 17.7 GHz. the transmitter output 
power shall be limited to that necessary 
to accomplish the function of the 
system. Further, the output power of a 
transmitter on any authorized frequency 
shall not exceed the following; 


(1) 

• 

Frequency band tttK t) 

Uajunun 

lar output 
power 

twa&at' 

M.l 10 *87__ 

900 

31 0 Id 3* 3 

no* 



1 Pa** w»<lop> power 


W 



Menmum 

Frequency band (OHit) 

fclHP 

17 7 lo 1SS_ 

+ 550 
+ 350 
4 35 0 

Nofcn* 

iee to is • _____ 

18 8 ID 19.7 . 

3i 0 lo 31 3, ___ 


3. Section 74.536 is amended by 
revising paragraph (b). including the 
Table, as follows: 

§ 74.536 Directional antenna required. 

(a) • • * 

(b) An aural broadcast STL or 
intercity relay station operating in either 
the 18 or 31 GHz band shall employ 
transmitting and receiving antennas 
meeting the appropriate performance 
Standard A indicated below, subject to 
paragraph (c) of this section. 


Antenna Standards 


Frequency {MKr> 

C«w 

U»r»mum 

been+ 
mrfVt to 

Mtmmurn 

Mvwman i 
dagraaal 

sadwaon lupmaon to angle *i 
tom cento rtne or mam beam In 

1 1 
pomw 
{metudod 
angle n 

degree*) 

M HRM 
Own WBO 

5* to 
90* 

10* 

lo 

I5*K 

is* 

ID 

20* 

20* 

to 

30* 

30* 

lo 

100* 

too* 

ID 

140* 

MO* 

to 

ISO* 

17,700 ID 18.700... 

A 

n/a 

380 

25 

29 

33 

38 

42 

56 

55 

31 000 1031 300_ 

8 

n/a 

380 

20 

24 

28 

32 

35 

38 

38 

n/a 

•«i> 

n/a 

nJ a 

n/a 

n/a 

a/a 

n/a 

n/a 

n/a 


' T hm awwn Hart bee* r*tw *ne4 be 38 rlO* 
Nol» -Stabona nut ampl Of an amanita tool n>. 
id toaouaney e o nom i fton antenna* mreanp 
C may raqure Naao< a t*gh portomea 

•ucH antenna* 


performance standards lor category A, 

****** lor category 8 may be employed Norn, 

« wtcriarence problems can ba tae oNad 


not 

■HBrar' 

by ifte uaa of 


4. Section 74.550 is amended by 
adding a sentence to the end of the 
paragraph as follows: 

§ 74.550 Equipment authorization. 

• • • Transmitters designed for use in 
the 31.0 to 31.3 GHz band shall be 
authorized under the notification 
procedure. 

5. Section 74.561 is amended by 
revising paragraph (b) as follows: 

$ 74.561 Frequency tolerance. 

(«)••• 

(b) In the bands above 17.7 GHz, the 
operating frequency of the transmitter 
shall be maintained in accordance with 


the following table: 

Frequency band tGHx) 

porcent 
age of 
uujnad 
fcequency 

17 7 Ip 10 7 

0003 

atom 31 9 _:_ 

003 



6. Section 74.602 is amended by 
adding new paragraph (|) as follows: 

$ 74.602 Frequency assignment 

• a • a • • 

(|) 31.0 to 31.3 GHz. The following 
frequencies are available for assignment 
to television STL, television relay 
stations and television translator relay 
stations. The provisions of § 74.604 do 
not apply to the use of these 
frequencies. These frequencies are 
shared on a coequal basis with other 
stations in the fixed and mobile services 
(see Parts 21, 78. 94 and 95). Applicants 
may use either a two-way link or one or 
both frequencies of a frequency pair for 
one-way links. No interference 
protection is afforded to fixed or mobile 
stations operating in this band. 

(1) 25 MHz authorized bandwidth 
channels. 150 MHz separation. 


Traneme (reoawe) (MHx) 

ill 

31,0125-. 

31.1823 
31,1875 
31.212 5 
31737 5 

«4W4 _ 

31,062 5 

31.087 5 .. _. .. 


T 


Tranarr* (recurve) (MKtf 


31.1125 

31,137-5- 


Racey* 


3t2©| 

3l^f71 


(2) 50 MHz authorized bandwidth 
channels, 150 MHz separation. 


Trsnomrf (race**) (MKr) 


31 025 0 
31.075-0- 


311250 


7. Section 74.636 is amended by 
revising paragraph (b) as follows: 



§74.636 Power limitations. 

(a) **- 

(b) For stations operating in bands 
17.7-19.7 and 31.0-31.3 GHz. the 
transmitter output power shall be 
limited to that necessary to accomplish 
the function of the system. Further, the 
output power of a transmitter on any 
authorized frequency shall not exceed 
the following: 

ID 


Frequency band (OKU 

M - *./*• 

<•••• • 

IT T to 19 7 

ICC 

310 10 31 3 . 




'IVak mrdnpe powr 

(2) 

Frequency bond (GKx) 

V 

1^*1 

l7T»p 188 

.*9 

.«5 

Sr, 

18S lo ItS . 

18 8 10 10.7 . 

31 0 lo SIS - , 



§74.637 [Amended] 

8. Section 74.637 is amended by 
replacing the phrase M 17.700-19,700 MHx 
band" with the phrase * 4 17.70CM9.700 
Mlfz and 31,000-31,300 HMz bands '. 

9. Section 74.641 is amended by 
revising the introductory text of 
paragraph (a) and the table in paragraph 
(a)(1) as follows: 

§ 74.641 Antenna systems. 

(a) For fixed stations operating in the 
12.7-13.2 and 17.7-19.7 GHz bands, and 
for fixed and mobile stations operating 
in the 3141-31.3 GHz bands, the 
following standards apply: 
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Antenna Standards 


Frequency (MKxj 

Category 

Maunum 
beem 
mdto to 

3 48 
point* 
pnduded 
engte e» 
(tegree*) 

Mnanum 
antenna 
gam <08<! 

Mmenum radation suppression to eng* in 
degree* from oenwvUne of mam beem in 

y to 
ur 

to* 

to 

IS’ 

15* 

to 

20* 

20* 

to 

30’ 

30* 

to 

too* 

too* 

to 

140’ 

140’ 

to 

180* 

12700 to 13.250 _ 

A 

to : 

«/a 

23 

26 

35 

39 

41 

42 

SO 


B 

20 

n/a 

20 

25 

26 

30 

32 

37 

47 

17.700 to 19,TOO_L_ 

A 

na 

380 

25 

29 

33 

36 

42 

55 

55 


B 

n/a i 

360 

20 

24 

26 

32 

35 

36 

36 

31000 lo 31.300 ..™___ 

n/t 

*4 0 ! 

n/a 

n/a 

n/a 

n/a 

n/a 

n/a 


n/a 


The mrwrtom tront lo bee* r»*o than be 38 da 

MoTf Station* mutt emptoy an antenna that meets to* performance standi* to# category A. accept mat «i are** not 
lUPfftri to fraqixocy congestion antennas meeting slanda«H to# category 6 may be employed Note, bower, that ft* 
Compton may re»*jre that use oi a hgh performance antenna where interference problems can be reached by the use of 

■** af'tenrtaa. 


10 Section 74.655 is amended by 
adding a sentence to the end of 
paragraph (a) as follows: 

(74.655 Authorization of equipment. 

(a) * * * Transmitters designed for 
use in the 31.0 to 31.3 GHz band shall be 
authorized under the notification 

procedure. 

• • e e • 

11 Section 74.661 is amended by 
revising paragraph (e) as follows: 

5 74.661 Frequency tolerance. 

• • * * • 

(e) In the bands between 17.7 and 31.3 
CHz, the operating frequency of the 
transmitter shall be maintained in 
accordance with the following table: 


Frequency band <GKr> 

Tolerance 

a* 

percent 
age ol 
assigned 
frequency 

U 7 to 19 7_ 

0003 

3f 0 to 313.-_ 

003 

— 


PART 78-CABLE TELEVISION RELAY 

SERVICE 

1 Section 78.10 is amended by a new 
paragraph (a)(5) as follows: 

178. 1 8 Frequency assignments 

W * # • 

• • • • • 

(5) 31.0 to 31.3 GHz . These frequencies 
are shared on a co-equal basis with 
other stations in the fixed and mobile 
services (see Parts 21. 74. 94 and 95). No 
interference protection is afforded to 
nxed or mobile stations operating in this 
band. 

U) 25 MHz authorized bandwidth 
thannels. 150 MHz separation. 



Tranamrt pecan*) (MK/j 

Receive 

(transmit) 

(UK?) 

31,0121. 


... 1 31,162 5 

31.037 5-... 


31,187 5 

31.0625 


3U125 

J 31,237.5 

31.067 5. 


31.112 5 


J 312625 

1 312675 

31.137.5 



(2) 50 MHz authorized bandwidth 
channels, 150 MHz separation. 


Tranama (race**) (Mh?j 

Receive 

(tranemrti 

(MHz) 

31.0250 - ■ . 

31,1750 

31.076 0 __ ____ 

312250 

31.1250_ __ . . 

312750 


• • e • • 


2. Section 78.101 is amended revising 
paragraph (d) as follows: 


• • • • • 

4. Section 78,107 is amended by 
adding a sentence to the end of 
paragraph (b) as follows: 

S 78.107 Equipment and installation. 
(«)••• 

(b) • • • Transmitters designed for 
use in the 31.0 to 31.3 GHz band shall be 


§ 78.101 Power limitations. 

• • • • a 

(d) For stations operating in bands 
above 17.7 GHz, the transmitter outpul 
shall be limited to that necessary to 
accomplish the function of the system. 
Further, the output power of a 
transmitter on any authorized frequency 
shall not exceed the following: 


(i) 

Frequency band (GHr) 

Maemum 
transmu¬ 
te# output 
power 
(wan*) 1 

17 7 10 19 7 _. 

100 

310 to 31 3 - - ■ ■■ -. 

005 


' ha em elope power 


( 2 ) 



3. Section 78.105 is amended by 
revising the introductory text of 
paragraph (a) and the table in^paragraph 
(a)(1) as follows: 

§ 78.105 Antenna systems. 

(a) For fixed stations operating in the 
12.7-13.2 and 17.7-19.07 GHz bands, and 
for fixed and mobile stations operating 
in the 31.0-31.3 GHz bands, the 
following standards apply: 

(I)*** 


authorized under the notification 
procedure. 

• • • • • 

PART 94—PRIVATE OPERATIONAL- 
FIXED MICROWAVE SERVICE 

1. Section 94.61 is amended by 
revising the entries between 23.600 and 


Antenna Stanoaros 


Frequency (MK?) 

Category 

Mairmm 
boem 
wdto IO 

3 dB 
ponti 
included 
angte m 
degrees) 

Mremum 

item 

gam (dB»l 

Mmenum r session supprrsson to angle m 
degrees from center** of mam beem m 
deabefs 

5* to 
10* 

10* 

to 

15* 

15* 

to 

2a 

20* 

to 

30* 

30* 

to 

100* 

too* 

10 

140* 

140* 

to 

160* 

12.700 to 13250 . 

A 

10 

n/a 

23 

26 

35 

39 

41 

42 

50 


B 

20 

n/a 

20 

25 

26 

30 

32 

37 

47 

17.700 to 19.700 

A 

n/a 

360 

25 

20 

33 

36 

42 

55 

55 


B 

n/a 

36 0 

20 

24 

26 

32 

35 

36 

36 

31.000 to 31,300— —... _ 

n/a 

*4P 

n/a 

n/a 

n/a 

n/a 

n/a 

n/a 

n/a 

n/i 

36,600 to 40.000 

A 

n/a 

360 

25 

29 

33 

36 

42 

55 

55 


B 

n/a 

360 

20 

24 

28 

32 

3S 

36 

36 


• The mnenum •rootioboc* nmo trull be 38 d& 


Note — Station* mutt employ an antenna (tat meet* the performance standards |c* category A, «ic*p« trial m irm not 
tubttcl to frequency congestion antennas meeting standards tor category 8 may be ornptoyed Note hoxva. toe 
Gommtatoo may requre the use of a Ngfi performance antenna where interference problems can be resohed by trie use of 
such antennas 
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38.600 MHz in the Table and by adding a 
new footnote (2) in paragraph (b) as 
follows: 

$ 94.61 Applicability 

UP** 

(b) Frequencies in the following bands 
are available for assignment to stationa 
In the Private Operational-Fixed 
Service: 

Frequency Bano (MHz) 


5 94.67 Frequency tolerance. 

(a) • • • 

Totor 

•no* M 

Frequency Band (MM*) ** ** 


between 19.700 and 40,000 Mfiz as 
follows: 

>94.73 Power limitations. 

w • 

W • • 


f»*qu<wv 

cy 


zuoo w nm e 

31 000 to 31.300 
31 300 to 40.000 


•003 

003 

003 


31.000 to 31 300 . 


r "> 


1 N fWU r to to Au band *m oo-MoniK 

-- , 


•tetftnaa mi the Lktmvtjc Fl&ad M Hi 

fcroadcMnay [ISn ?4|. Cabto T*te*k*oa lUUy (part 
mod Oiwrtl Mobile »Udm (Parf 89 “ 


Sid Auilun 
* Ttet tt) 


5. Section 94.71 is amended by 
revising the Table in paragraph (b) 
between 23.600 and 38.600 MHz as 
follows: 


$94.63 (Amended] 

2. Section 94.63 is amended by 
deleting the phrase "31.000-31,200 MHz" 
in paragraph (a). 

3. Section 94.65 is amended by 
removing paragraph (k) and by adding 
new paragraphs (k) and (1), as follows: 

$ 94.65 Frequencies 

• • e • • 

(k) 31.0 to 31.3 GHz. These frequencies 
are shared on a coequal basis with other 
stations in the fixed and mobile services 
(see Parts 21, 74, 78 and 95). No 
interference protection is afforded to 
fixed or mobile stations operating in this 
band* 

(l) 25 MHz authorized bandwidth 
channels, 150 MHz separation* 


$94.71 Emission 1 
limitations. 

(b) * • * 


Ffaquancy Band (MHn 

Danva. 
ter o*u 

cs 

* • « « 

12100-31000 

4 

_ • *11 A 


inUOMn .on 

• • • • 

• 

12) * * * 

Fraquancy Band AJMcj 

M*a 

nn 

arte 


Ftaqaaacy Band (MH*) 


hi 

• • 

31.000 10 31,300 

♦ 

• 

• 

25 or 96 

• * • 

• 

• 

MKr 

• 


18.700-31.00Q_ 

3*000-31.300. 

3l.300~i0.000_ 


6. Section 94.73 is amended by 
revising the Table in paragraph (a)(1) 
between 12.200 and 40,000 MHz; and by 
revising the Table in paragraph (a)(2) 


7. Section 94.75 is amended by 
revising the Table and notes in 
paragraph (b) as follows: 

$ 94.75 Antenna Limitations. 

• • • • • 

(b)- 


Antenna Standards 



Tranarte (mean*) (MtU) 

Racatoa 

fate* 

CMr«) 

31 012 5 . 

31 IS? S 952 to 060 1 • 

31 037.5_ . .. 

31,002-5._ 

31.187 S 

312125 t 850 to 2 690 * 

31J0S7 5 

31.237 0 

31262 5 8 473 tn a ant 

31.1125 ._ .. . 

31 137 f ___ 

31.2675 


(2) 50 MHz authorized bandwidth 
channels, 150 MHz separation. 


Tram 

tffwf ip wcmwml rMkii 

Racaate (VanamM) 
(MKj) 

31.025 0 

31.1750 

31.2250 

312750 

31 0756 

3t 125 0_ 



10.390 to 10,660 • 

12.200 to 13250 • 
17.700 to If,700 • 

21.200 to 23.600 •_ 


31.000 to 3U00 _ 
27.900 to 28.500... 


36 600 to 40.000 


Category 


A 

8 

A 

B 

A 

B 

A 

B 

A 

B 

A 

B 

A 

B 

n/a 

A 

B 

A 

B 


Maxanuoo 

Dnam 

tedtn to 


Unmn ntohr vpenwon to «*- 

(tograaa from car^xn* ot man tear* r 

.i ao 
panta 
(toctodad 

anpe a» 
dograaa) 

li 

r to 
10* 

10* 

to 

18* 

15* 

to 

2 ir 

rr 

to 

30* 

30* 

to 

100* 

100* 

to 

140* 

1 5*5 

140 

200 

n/a 

n/s 


6 

ii 

6 

14 

10 

17 

13 

20 

15 

24 

29 

50 

n/a 

12 

Tt 

22 

» 

29 

33 

» 

80 

n/a 

5 

18 ! 

20 

20 

25 

26 

X 

IS 

n/a 

25 

29 

32 

34 

36 

41 

4# 

20 

n/8 

21 

25 

21 

32 

38 

3B 

m 

n/a 

360 

25 

29 

33 

36 

42 

56 

» 

n/a 

350 

20 

24 

26 

32 

35 

36 

31 

10 

n/a 

23 

25 

35 

38 

41 

42 

50 

20 

n/a 

20 

25 

26 

JO 

32 

37 

47 

n/a 

350 

25 

29 

33 

36 

42 

55 

31 

n/a 

350 

20 

24 

26 

32 

35 

36 

M 

n/a 

380 

25 

29 

33 

36 

42 

55 

9 

a/a 

380 

20 

24 

28 

32 

35 

» 

9 

*40 

n/a 

n/a 

n/a 

n/a 

n/a 

n/a 

n/a 

an 

n/a 

380 

25 

29 

33 

36 

42 

55 

9 

a/a 

300 

20 

24 

26 

32 

36 

* 

9 

«/a 

350 

25 

29 

33 

36 

42 

55 

9 

n/a 

380 

SO 

24 

28 

32 

35 

36 

9 


(1) Except as provided for in { 94.91 
and $ 94.65(k). frequencies in bands 
authorized above 21.2 GHz are not 
paired and will be as specified in the 
authorization. 

4. Section 94.87 is amended by 
revising the Table in paragraph (a) 
between 19,700 and 40,000 MHz as 
follows: 


• EwtotX for *w**note toted m 184 6SUXD whara orTvwteacftonaf___ 

• Eac«(rt tor 2.150 to 2.150 Mmx. «n*ra too maxwman baamwvrm * 300’ and aw*pr tor 
MM* Par* worn* lantedi cor««r*a in SuCparl 1. Pwl 74. ot Vw etteoter ton 

•Except aa provoao Mt f 94 198 tor Dgrud r«m*teBon Syttom ant**naa. 

•Antennae uto to omtong tetom aa pan to a camr» protoefton atorm Mam 
toartoanteju toa m tnrr**m on*aama ton*an) gam mi Da to teato 10 dBx tote t2> toa 
tod 20 <® 

1 Escape at provtoad to |S4 91 

• Cncaoc « prowdatf to 19490 or to to Sand 13,200 to 13,250 MM*, aa povtoad 

' Tha nanaaum fronttoitec* rabo tote* Da 38 <** 

Noto—Stator* rrxjtl amptoy an antenna t*t maata toa patowr eo Mtevtorda tor 
•M*** to toaancy ocry.wn a w ant * maatog otandante lor category B may Da 
C o n w ia aaton may m *jra touMOfi togp ptoonnanca antan "-- 


Saquanaat n ff* 2,500 *0 7.9® 
term to Onto 9* 


A. axcapl toal « arato «* 
to too** tote m a r *6 ■» 

by tt* -to* 


SIS 
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8. Section 94.61 is amended by adding 
a sentence to the end of the paragraph 
|b) as follows: 

§ 94 81 Authorization of microwave 

e<iJpmant 

(a) • * * 

(b) * * * Transmitters designed for use 
in the 31.0 to 31.3 GHz band shall be 
authorised under the notification 

procedure. 

PART 95—GENERAL MOBILE RADIO 

SERVICE 

1 Section 95.1 is amended by 
designating the paragraph as paragraph 
(a) and adding new paragraph (b) as 

follows; 

5 95.1 The General Mobile Rado Service 

(GMRS). 

(a) * • * 

(b) Any entity eligible for licensing 
under this subpart is eligible to obtain 
an authorization in the 31.0 to 31.3 GHz 
band for personal communications, 
provided that the technical standards 
applicable to the band (as set out in Part 
94| are observed. (Individuals applying 
for stations in the 31.0 to 31.3 GHz band 
for personal communications shall use 
ipplication Form 402.) 

|FR Doc. 85-4028 Filed 2-21-65; 8:45 am) 

*UJ»Q COOC §712-01-41 


DEPARTMENT OF TRANSPORTATION 

Nattonal Highway Traffic Safety 
Administration 

49 CFR Part 501 

Organization and Delegation of 
Powers and Duties 

agency: National Highway Traffic 
Safety Administration (NHTSA). 
Department of Transportation. 
action: Final rule. 


summary: Thi* notice amends the Code 
of Federal Regulations' provisions on 
delegation of authority, to incorporate 
new delegations of authority arising 
from enactment of the Motor Vehicle 
Theft Law Enforcement Act of 1984. 
ntectivi date: February 22.1985. 

F0R PURTMCT INFORMATION CONTACT: 

Stephen P. Wood. Assistant Chief 
Counsel for Rulemaking. National 
Highway Traffic Safety Administration. 
400 Seventh Street. SW.. Washington. 

D C. 20590 (202-426-2992). 

SUFPtEIIgMX ARY information: This 
notice amends Part 501 of Title 49. Code 
uf Federal Regulations, to reflect 
rfsaignments of new duties and powers 


within the NHTSA. resulting from the 
passage of the Motor Vehicle Theft Law 
Enforcement Act of 1984 (Pub. L 98-547; 
15 U S.C. 2021 etseq). Sec. 101(a) of 
Pub. L. 98-547 amends the Motor 
Vehicle Information and Cost Savings 
Act (15 U.S.C. 1901 etseq.) by adding a 
new Title VI. The powers and duties for 
administering the new Title are 
automatically delegated by the 
Secretary of Transportation to the 
Administrator of the NHTSA by the 
terms of 49 CFR 1.50(f). This notice 
delegates powers and duties from the 
Administrator to other officials within 
the agency. In addition, it corrects 
typographical errors in the CFR. 

The amendments set forth below 
relate solely to the organization and 
assignment of duties within the agency, 
and have no substantive regulatory 
effect. Notice and public procedure are. 
therefore, not required, and the 
amendment may be made effective in 
less than 30 days after publication. 

list of Subject in 49 CFR Part 501 

Authority delegations. Organization 
and functions. 

PART 501—(AMENDED) 

In consideration of the foregoing. Part 
501 of Title 49. Code of Federal 
Regulations, is amended as set forth 
below: 

1. Section 501.2(f) is revised to read as 
follows: 

5 501.2 General. 

• • • • • 

(f) Carry out the functions vested in 
the Secretary by the Motor Vehicle 
Information and Cost Savings Act. as 
amended (15 U.S.C. 1901 et seq.) except 
section 512. 

• • 0 • • 

2. Section 501.3(c) (1) and (2) are 

revised to read: 

$ 501.3 Organization and general 
responsibilities. 

• • • • • 

(c) Associate Administrators —(1) 
Associate Administrator for 
Rulemaking. As the principal advisor to 
the Administrator on all matters as they 
relate to the setting of standards and 
regulations, administers the programs of 
the administration to develop and 
promulgate Federal standards and 
regulations dealing with the crash 
protection, crash survivability, crash 
avoidance of motor vehicles, the 
issuance of mandatory fuel economy 
and theft prevention standards and 
related procedural regulations, and the 
development of consumer information 
and regulations dealing with the crash 


protection and survivability 
characteristics, damageability. crash 
avoidance, ease of diagnosis and repair 
of motor vehicles. 

(2) Associate Administrator for 
Enforcement. As the principal advisor to 
the Administrator on all matters as they 
relate to the enforcement of motor 
vehicle safety, fuel economy, theft 
prevention, and damageability laws and 
standards, administers programs of the 
administration to ensure compliance 
with Federal laws, standards and 
regulations pertinent to vehicle safety, 
fuel economy, theft prevention, 
damageability. consumer information 
and odometer fraud. 

3. Section 501.8(d)(2). introductory text 
of lO. (f)(2) and (g) are revised to read: 

4 501.8 Delegations. 

• • • • • 

(d) * * • 

(2) Establish the legal sufficiency of 
all investigations conducted under the 
authority of the National Traffic and 
Motor Vehicle Safety Act of I960, as 
amended (80 Slat. 718; 15 U.S.C. 1381 et 
seq.) and under the authority of titles l. 
IV, and VI of the Motor Vehicle 
Information and Cost Savings Act of 
1972, as amended (86 Stat. 947:15 U.S.C. 
1901 et seq.), and to compromise any 
civil penalty or monetary settlement 
resulting therefrom in an amount of 
$5,000 or less. 

• • • • ’ • 

(f) Associate Administrator for 
Rulemaking . Except for those portions 
that have been reserved to the 
Administrator, the Associate 
Administrator for Rulemaking is 
delegated authority to exercise the 
powers and perform the duties of the 
Administrator with respect to the setting 
of motor vehicle safety and theft 
prevention standards, average fuel 
economy standards, procedural 
regulations, and the development of 
consumer information and regulations 
authorized under 
• • • • • 

(2) Titles I, II. V and VI of the Motor 
Vehicle Information and Cost Savings 
Act, as amended (88 Stat. 947; 15 U.S.C. 
1901 e/seq). 

(g) Associate Administrator for 
Enforcement. Except for those portions 
that have been reserved to the 
Administrator, delegated to the Chief 
Counsel, or delegated to the Executive 
Secretary, the Associate Administrator 
for Enforcement is delegated authority 
to exercise the powers and perform the 
duties of the Administrator with respect 
to administering the NHTSA 
enforcement program for all laws, 
standards, and regulations pertinent to 














7346 


Federal Register / Vol. 60. No. 36 / Friday. February 22. 1985 / Rules and Regulations 


vehicle an ft ty, fuel economy, theft 
prevention, damageability. consumer 
information and odometer fraud, 
authorized under the National Traffic 
and Motor Vehicle Safety Act of 1966. as 
amended (BO Slat. 718; 15 U.S.C. 1381 et 
seq.) t and the Motor Vehicle Information 
and Cost Savings Act of 1972, as 
amended (86 Slot. 947; 15 U.S.C. 1901). 
(Delegation a! 49 CFR Part 1.50.) 

Issued on February 14.1985. 

Diane K. Steed. 

Administrator . 

|FR Doc. 85-4204 Filed 2-21-85; 8:45 am) 

BIUJMG COOC OlO-Sfr-41 


DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

50 CFR Parts 611 and 655 
(Document No. 31220-2441 

Foreign Fishing and Atlantic Mackerel. 
Squid, and Butterfish Fisheries 

agency: National Marine Fisheries 
Service (NMFS), NOAA, Commerce. 


action: Notice of inseason allocation of 
reserve. 


summary: NOAA issues this notice to 
allocate 13,941 metric tons (mt) of 
Atlantic mackerel reserve to the total 
allowable level of foreign Fishing 
(TALFF). This action is allowed by 
regulations implementing the Fishery 
Management Plan for the Atlantic 
Mackerel, Squid, and Butterfish 
Fisheries (FMP). The intended effect of 
the allocation is to promote full 
utilization of the optimum yield by all 
harvesters of this Fishery. 

EFFECTIVE date: February 22, 1985. 

FOR FURTHER INFORMATION CONTACT: 
Salvatore A. Testaverde. 617-281-3600. 
extension 273. 

SUPPLEMENTARY INFORMATION: Final 
initial specifications for the Atlantic 
mackerel, squid, and butterFish Fisheries 
for ihe fishing year 1984-1985. effective 
March 30, 1984 (49 FR 13373, April 4. 
1984), established a 28.500 mt reserve of 
mackerel. Regulations at 50 CFR Part 
655 provide a mechanism to allocate all 
or part of the Atlantic mackerel reserve 
to TALFF during each Fishing year. A 
complete discussion of these procedures 


is found in (he supplementary* 
information section of the notice of 
proposed allocation of reserve (50 FR 
1890. January 14.1985) and is not 
repeated here. No comments were 
received during the 15-day comment 
period provided by the proposed 
allocation. Therefore, the Secretary 
allocates a partial amount of the 
reserve, 13.941 ml. to the TALFF, which 
now will total 42,531 mt (includes 90 mt 
of bycatch adjustment). 

Bycatch TALFF specifications for 
Loligo , Wex, and butterfish, will also 
increase, each by one percent, as 
follows: Loligo —from 12.250 mt to 12,389 
mt. ///ex—from 3.150 mt to 3,289 mt, and 
butterfish—from 1,111 mt to 1.250 mt. 


Revised Specifications for Fishing Year April 1.1984. Through March 3 V 19B5 


tin mstnc tom <mo) 



Classification 

This action is authorized by 50 CFR 
Part 655, and complies with Executive 
Order 12291. 

List of Subjects 

50 CFR Part 61J 

Fisheries. Foreign relations, Reporting 
and recordkeeping requirements. 

50 CFR Part 655 

Fisheries, Reporting and 
recordkeeping requirements. 

(16 U.S.C. 1801 et seq.) 


Dated: February 19.1985. 

Joseph W. Angelovic. 

Dt'puty Assistant Administrator for Science 
and Technology, Notional Marine Fisheries 
Sendee. 

(FR Doc. 85-4448 Filed 2-19-85; 4:47 pm) 

■•LUNG COOC 3514-22-41 

50 CFR Part 671 

i Docket No. 41154-4154) 

Tanner Crab Off Alaska; Season 
Closure 

agency: National Marine Fisheries 
Service (NMFS). NOAA. Commerce. 


action: Notice of season closure. 


summary: The Director, Alaska Region. 
NMFS (Regional Director), has 
determined that the Tanner crab fisher) 
in the Southwest, South Mainland, and 
Semidi Islands Sections of the Kodiak 
District of Registration Area J must be 
closed in order to protect Tanner crab 
stocks in these sections. The Secretary 
of Commerce (Secretary) therefore 
issues this notice of closure to fishing for 
Tanner crab by vessels of the United 
States in all three sections. This 
intended effect is to conserve Tanner 
crab stocks. 
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date; This notice is effective 12:00 noon. 
Alaska Standard Time (AST). February 
19 1385. Public comments on this notice 
of closure are invited until March G, 

1985. 

address: Comments should be sent to 
Robert W. McVey. Director. Alaska 
Region. National Marine Fisheries 
Service. P.O. Box 1668. Juneau. Alaska 
99802. During the 15-day comment 
period, the data upon which this notice 
is based will be available for public 
inspection during business hours (8:00 
a m. to 4:30 p.m.. AST. weekdays) at (1) 
the NMFS Kodiak Field OfFice. Gibson 
Cove. Kodiak, Alaska, and (2) the NMFS 
Alaska Regional Office. Federal 
Building, Room 453. 709 West Ninth 
Street Juneau. Alaska. 

FOR FURTHER INFORMATION CONTACT: 
Raymond R Bagiin (Ftahery 
Management Biologist. Kodiak Field 
Office. NMFS). 907-486-3298. 
SUPPLEMENTARY INFORMATION: 

Background 

The Fishery Management Plan for the 
Commercial Tanner Crab Fishery off the 
Coast of Alaska (FMP), which governs 
this fishery in the fishery conservation 
rone under the Magnuson Fishery 
Conservation and Management Act 
[Magnuson Act), provides for inseason 
adjustments of season and area 
openings and closures. Implementing 
rules at 50 CFR 671.27(b) specify that 
notices of these adjustments will be 
Usued by the Secretary under criteria 
set out in that section. 

Section 671.26(f) establishes six 
districts within Registration Area J in 
order to prevent overfishing of 
individual Tanner crab stocks by 
allowing closure or partial closure of a 
particular district when the desired 
harvest level is reached. The Kodiak 
District is further subdivided into eight 
sections, also to prevent overfishing of 
individual Tanner crab stocks. The 1985 
fishing season for all sections began on 


January 15. Reasons for the closures in 
these sections follow: 

Southwest Section 

Approximately 14 vessels have 
delivered an estimated 540.000 pounds 
of crab through February 10. The catch 
of crabs per pot was less than 20 at the 
beginning of the season. It fluctuated 
from 10 to 40 crabs per pot during 
January, and has recently declined to 
less than 5 crabs per pot. The rapid 
decline in catch por pot and a recent 
increase in molting crab substantiates 
that the stock is at a low level and is in 
poor condition. It is estimated that no 
more than 1.02 million pounds of Tanner 
crab from this section should be taken, 
and that this harvest will be achieved on 
February 18,1985. well before the 
scheduled April 30.1985. closure date. 

South Mainland and Semidi Island 
Sections 

Very few vessels have made 
deliveries from these two sections. Only 
25.000 pounds have been landed from 
each of these sections through February 
10,1985. The few vessels that fished 
these sections have already departed 
due to the low catches obtained. The 
stocks are insufficient to support 
fisheries through the closure dates of 
April 30 for the South Mainland Section 
and May 15 for the Semidi Island 
Section. 

In light of this information, the 
Regional Director, in accordance with 
5 671.27(b), has determined that (1) the 
actual conditions of Tanner crab stocks 
in the above sections are substantially 
different from conditions anticipated at 
the beginning of the fishing year, and (2) 
these differences reasonably support the 
need to protect those Tanner crab stocks 
by closing the Southwest, South 
Mainland, and Semidi Island Sections of 
the Kodiak District as defined in 
§ 871.28(0(1)(i). These sections are 
therefore closed to all fishing for Tanner 
crab until 12:00 noon. Alaska Daylight 


Time, April 30.1985 (May 15.1985. for 
the Semidi Island Section), at which 
time the closures of these areas 
prescribed in { 671 26(f)(2)(i) will begin. 

These closures will become effective 
after this notice is filed for public 
inspection with the Office of the Federal 
Register and the closures are publicized 
for 48 hours through procedures of the 
Alaska Department of Fish and Game. 
Public comments on this notice of 
closure may be submitted to the 
Regional Director at the address above. 
If comments are received, the necessity 
of this closure will be reconsidered and 
a subsequent notice will be published in 
the Fedoral Register, either confirming 
this notice's continued effect, modifying 
it. or rescinding it. 

Other Matters 

Tanner crab slocks in the above 
sections will be subject to damage by 
overfishing unless these closures take 
effect promptly. The Agency therefore 
finds for good cause that advance 
opportunity for public comment on this 
notice is contrary to the public interest 
and that no delay should occur in its 
effective date. 

This action is taken under the 
authority of regulations specified at 50 
CFR 671 27. and complies with 
Executive Order 12291. It is not subject 
to the requirements of the Regulatory 
Flexibility Act. It does not contain any 
collection of information requests, as 
defined In the Paperwork Reduction Act. 

List of Subjects in 50 CFR Part 671 

Fisheries. 

Authority: 16 U.S.C. 1601 et sag 

Dated; February 19 1965. 

|o*iph W Angelo vie 

Dnputy Assistant Administrator forSiienctt 
and Technology, National Marine Fisheries 
Service. 

|FR Doc 85-4449 Filed 2-20-85: *44 nro) 

tUlUNO COOt *310-22-0 
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This section of the FEDERAL REGISTER 
contains notices to the public of the 
proposed issuance of rules and 
regulations The purpose of these notices 
is to give interested persons an 
opportunity to participate in the rule 
making poor to the adoption of the final 
rules 


FEDERAL TRADE COMMISSION 

16CFR Part 13 

l File No. 842 3099] 

Associated Dry Goods Corp.; 
Proposed Consent Agreement With 
Analysis To Aid Public Comment 

agency: Federal Trade Commission. 
action: Proposed Consent Agreement. 

summary: In settlement of alleged 
violations of federal law prohibiting 
unfair acts and practices and unfuir 
methods of competition, this consent 
agreement, accepted subject to final 
Commission approval, would require a 
New York City merchandise retailer, 
among other things, cease failing to 
disclose to an applicant who has been 
denied credit on the basis of information 
contained in a consumer report 
(including nonderogatory information 
or no Hie response), that the adverse 
action was based wholly or partly on 
reported information, and provide 
rejected applicant with the name and 
address of the reporting agency. The 
Order would additionally require that a 
copy of the letter attached to the Order 
as Appendix A be completed to include 
the name and address of the appropriate 
consumer reporting agency, and mailed 
within 90 days to those credit applicants 
w ho were rejected by Robinson's of 
Florida or Hahne, divisions of 
Associated Dry Goods Corporation, 
between January 1 , 1982 and December 
31,1983, on the basis of information 
submitted by a consumer reporting 
agency. 

date: Comments must be received on or 
before April 23.1985. 

adoress: Comments should be directed 
to: FTC/Offlce of the Secretary. Room 
138, 6th St. and Pa. Ave.. NW.. 
Washington. D.C. 20580. 

FOR FURTHER INFORMATION CONTACT: 
Paul K. Davis. Atlanta Regional Office. 
FTC, 1718 Peachtree St.. Room 1000, 
Atlanta. GA 30367. (404) 881-4836. 


SUPPLEMENTARY information: Pursuant 
to Section 6(f) of the Federal Trade 
Commission Act. 38 Stat. 721,15 U.S C. 
46 and § 2.34 of the Commission's Rules 
of Practice (18 CFR 2.34), notice is 
hereby given that the following consent 
agreement containing a consent order to 
cease and desist and an explanation 
thereof, having been filed with and 
accepted, subject to final approval, by 
the Commission, has been placed on the 
public record for a period of sixty (60) 
days. Public comment is invited. Such 
comments or views will be considered 
by the Commission and will be 
Available for inspection and copying at 
its principal office in accordance with 
Section 4.9(b)(14) of the Commission's 
Rules of Practice (18 CFR 4.9(b)(14)). 

List of Subjects In 16 CFR Part 13 

Consumer credit. Trade practices. 

United States of America Before Federal 
Trade Commission 

(File No. 842 3099| 

Agreement Containing Consent Order 
To Cease and Desist 

In the Matter of Associated Dry Goods 
Corporation, a corporation. 

The Federal Trade Commission 
having initiated an investigation of 
ceriain acts and practices of Associated 
Dry Goods Corporation, a corporation, 
and it now appearing that Associated 
Dry Goods Corporation, a corporation, 
hereinafter sometimes referred to as 
proposed respondent, is willing to enter 
into an agreement containing an order to 
cease and desist from the use of the acts 
and practices being investigated. 

It is hereby agreed by and between 
Associated Dry Goods Corporation, by 
its duly authorized officer, and its 
attorney, and counsel for the Federal 
Trade Commission that: 

1. Proposed respondent Associated 
Dry Goods Corporation is a corporation 
organized, existing and doing business 
under and by virtue of the laws of the 
Commonwealth of Virginia, with its 
office and principal place of business 
located at 417 Fifth Avenue, New York, 
New York 10018. 

Robinson's of Florida ("Robinson’s") 
is a division of proposed respondent. 
Robinson's principal office and place of 
business is located at Tyrone Square. St. 
Petersburg. Florida. 

Hahne and Company ("Hahne's") is 
also a division of proposed respondent 


Hahne's principal office and place of 
business is located at 609 Broad Street. 
Newark. New Jersey 07101. 

2. Proposed respondent admits all thf 
jurisdictional facts set forth in the draft 
of complaint here attached. 

3. Proposed respondent waives: 

(a) Any further procedural steps: 

(b) The requirement that the 
Commission's decision contain a 
statement of findings of fact and 
conclusions of law; and 

(c) All rights to seek judicial review or 
otherwise to challenge or contest the 
validity of the order entered pursuant to 
this agreement. 

4. This agreement shall not become 
part of the public record of the 
proceeding unless and until it is 
accepted by the Commission. If this 
agreement is accepted by the 
Commission it. together with the draft of 
complaint contemplated thereby, will be 
placed on the public record for a period 
of sixty (60) days and information in 
respect thereto publicly released. The 
Commission thereafter may either 
withdraw its acceptance of this 
agreement and so notify the proposed 
respondent, in which event it will take 
such action as it may consider 
appropriate, or issue and serve its 
complaint (in such form as the 
circumstances may require) and 
decision, in disposition of the 
proceeding. 

5. This agreement is for settlement 
purposes only and does not constitute 
an admission by proposed respondent 
that the law has been violated as 
alleged in the draft of compliant here 
attached. 

6. This agreement contemplates that, 
if it is accepted by the Commission, and 
if such acceptance is not subsequently 
withdrawn by the Commission pursuant 
to the provisions of § 2.34 of the 
Commission's Rules, the Commission 
may, without further notice to proposed 
respondent: (1) Issue its complaint 
corresponding in form and substance 
w r ith the draft of complaint here 
attached and its decision containing the 
following order to cease and desist in 
disposition of the proceeding and (2) 
make information public in respect 
thereto. When so entered, the order to 
cease and desist shall have the same 
force and effect and may be altered, 
modified or set aside in the same 
manner and within the same time 
provided by statute for other orders The 
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order shall become final upon sendee. 
Delivery by the U.S. Postal Service of 
ihe complaint and decision containing 
the agreed-to order to proposed 
respondent's address as stated in this 
agreement shall constitute service. 
Proposed respondent waives any right it 
may have to any other manner of 
service. The complaint may be used in 
construing the terms of the order, and no 
.jgreement, understanding, 
representation, or interpretation not 
contained in the order or the agreement 
may be used to vary or contradict the 
terms of the order. 

7. Proposed respondent has read the 
proposed complaint and order 
contemplated hereby. It understands 
that once the order has been issued, it 
will be required to file one or more 
t impliancc reports showing that it has 
fully complied with the order. Proposed 
respondent further understands that it 
may be liable for civil penalties in the 
amount provided by law for each 
violation of the order after it becomes 
final. 

Order 

For the purposes of this Order the 
following definitions are applicable: 

A. The terms ‘'consumer.'* “consumer 
report" and “consumer reporting 
agency" shall be defined as provided in 
Sections 603(b), 603(d). and 603(f). 
respectively, of the Fair Credit Reporting 
Act, 15 U.S.C. 1681.1681 a(b). 1681a(d) 
and 1681a(f) (1970). 

B. The term “no file response" shall be 
defined as a consumer report consisting 
of a response by a consumer reporting 
agency to respondent's request for 
information on a given applicant 
indicating that the consumer reporting 
agency has no credit history information 
in its files under the name and other 
identifiers supplied. 

C. The term "non-derogatory 
information" shall be defined as 
information in a consumer report 
furnished to respondent by a consumer 
sporting agency, consisting of the 
presence of new credit accounts with 
credit histories too short to meet the 
respondent's criteria for granting credit, 
insufficient credit history, or insufficient 
credit file. 

I 

It is ordered that respondent 
Associated Dry Goods Corporation, a 
corporation, its successors and assigns, 
and its officers, agents, representatives 
and employees, directly or through any 
corporation, subsidiary, division or 
other device, in connection with any 
application for credit that is primarily 
for personal, family or household 


purposes, do forthwith cease and desist 
from: 

1. Failing, whenever credit for 
personal, family or household purposes 
involving a consumer is denied wholly 
or partly because of information 
contained in a consumer report from a 
consumer reporting agency (including 
non-derogatory information or no file 
response), to disclose to the applicant at 
the time the adverse action is 
communicated to the applicant: (a) That 
the adverse action was based wholly or 
partly on information contained in such 
a report and (b) the name and address of 
the consumer reporting agency making 
the report. 

2. Failing, within ninety (90) days after 
the date of service of this Order, to mail 
a copy of the letter attached hereto as 
Appendix A, completed to provide the 
name and address of the consumer 
reporting agency supplying the report, to 
each applicant who was denied credit 
by Robinson's of Florida or Hahne's 
between )anuary 1.1982. and December 
31,1983. based in whole or in part on 
information contained in a consumer 
report from a consumer reporting agency 
(including applicants denied credit 
based in whole or in part on non¬ 
derogatory information or no file 
response.) The letter shall be sent by 
first class mail to the last known 
address of the applicant which is 
reflected in respondent's files. Provided. 
however, if the applicant was later 
extended credit or given the notice 
required by Section 615(a) of the Fair 
Credit Reporting Act. a copy of the letter 
attached as Appendix A need not be 
sent Nothing in this Order shall prohibit 
respondent from adding to Appendix A 
a paragraph that resolicits the 
previously rejected applicants. 

n 

It is further ordered that respondent, 
its successors, and assigns shall 
maintain the following: 

1. For at least two (2) years, 
documents that will demonstrate 
compliance with the requirements of 
Paragraph Ll. of this Order. 

2. For at least three (3) years, 
documents that will demonstrate 
compliance with the requirements of 
Paragraph 1.2. of this Order. 

Upon request, such documents shall 
be made available to the Federal Trade 
Commission for inspection and copying 
Such documents shall include, but are 
not limited to, all credit evaluation 
criteria instructions given to employees 
regarding compliance with the 
provisions of this Order, any notices 
provided to consumers pursuant to any 
provisions of this Order, and the 


complete application file to which they 
relate. 

Ill 

It is further ordered that Robinson's of 
Florida and Hahne's shall deliver a copy 
of this Order to all present employ ees 
engaged in reviewing or evaluating 
consumer reports in connection with 
applications for credit to be used for 
personal, family or household purposes. 
In addition, respondent shall deliver a 
copy of this Order to all present and 
future Directors of Credit of each 
division, at least once per year, for a 
period of four (4) years from the dale of 
this Order. 

rv 

It is further ordered that respondent 
shall notify the Commission at least 
thirty (30) days prior to any proposed 
change in the corporate respondent such 
as dissolution, assignment or sate 
resulting in the emergency of a 
successor corporation, the creation or 
dissolution of subsidiaries or divisions 
or any other change in the corporation 
which may affect compliance 
obligations arising out of the Order This 
provision shall remain in effect for a 
period of four (4) years from the date of 
this Order. 

V 

It is further ordered respondent, 
within one hundred fifty (150) day* aftei 
service upon it of this Order, shall file 
with the Commission a report In witting 
setting forth in detail the manner and 
form in which it has complied with this 
Order. 

Appendix A 

Dear Customer: 

Our records show that JDivision of 
Associated Dry Goods] denied your 
application for consumer credit within the 
last four years. The Fair Credit Reporting Act 
gives persons denied consumer credit the 
right to know whether the denial was bated 
on information supplied by a consumer 
reporting agency and. if so, the name and 
address of such agency. Credit reports 
provide a variety of information to creditors, 
including information about how many and 
what type of credit accounts you have 

Our retold* show that we may not have 
informed you that your [Division of 
Associated Dry Goods] application wax 
denied because of information contained in a 
credit report. This report showed either no 
credit history or an insufficient credit record 
for you. The consumer reporting agency lh.il 
furnished the report is: 

[Name of Consumer Reporting Agency |- 


| Street Address) - 

If you want more information abou> the 
federal credit laws, write the Federal 1 r.ido 
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Commission. Division of Credit Pnictlrr* 
Washington, D.C. 20580, 

Thank you. 

Analysis of Proposed Consent Order To 
Aid Public Comment 

The Federal Trade Commission has 
accepted an agreement to a proposed 
consent order from Associated Dry 
Goods Corporation (ADG), 417 Fifth 
Avenue, New York, New York. 

The proposed consent order has been 
placed on the public record for sixty (00) 
days for reception of comments by 
interested persons. Comments received 
during this period will become part of 
the public record. After sixty (60) days, 
the Commission will again review the 
agreement and the comments received 
and will decide whether it should 
withdraw from the agreement or make 
final the agreement’s proposed order. 

The proposed Complaint charges that, 
in many instances, Associated Dry 
Goods Corporation, through its divisions 
Robinson's of Florida and Ifahne's, 
violated section 615(a) of the Fair Credit 
Reporting Act by failing to adv ise 
certain rejected applicants of the name 
and address of consumer reporting 
agencies that furnished reports on these 
applicants. The applicants who were 
denied credit, but were not given the 
required FCRA notice, fall into a class 
having the following characteristics: 

1. The applicants were denied credit 
by either Robinson’s of Florida or 
Hahne's during the two-year period. 
January 1.1982, through December 31. 
1983; and 

2. Each of the rejected applicants was 
denied credit based in whole or in part 
on a report furnished by a consumer 
reporting agency which contained non¬ 
derogatory information [e.g.. no credit 
file, insufficient credit history, or 
insufficient credit file). 

To remedy alleged FCRA violations, 
the proposed consent agreement 
requires that a letter be sent to those 
rejected applicants falling into the 
above class. This letter will advise each 
rejected applicant of the name and 
address of the particular consumer 
reporting agency that supplied the non¬ 
derogatory information. Further. 
Associated Dry Goods Corporation will 
be enjoined from future violations of 
Section 615(a) of the Fair Credit 
Reporting Act. 

The intent of the proposed consent 
order is to remedy past violations and to 
prevent future violations of the Act. 

The purpose of this analysis is to 
facilitate public comment on the 
proposed order, and it is nol intended to 
constitute an official interpretation of 


the agreement and proposed order or to* 
modify in any way their terms. 

Emily H. Rock. 

Secretary. 

(FR Doc. 85-4316 Filed 2-21-65; 0 45 ami 

Si LUNG CODE *750-41-41 


16 CFR Part 424 

Retail Food Store Advertising and 
Marketing Practices 

agency: Federal Trade Commission. 

action: Extension of time for comments 
on advance notice of proposed 
rulemaking, 

summary: The Federal Trade 
Commission [FTC) is seeking public 
comment on whether the Rule on Retail 
Food Store Advertising and Marketing 
Practices should remain in effect 
without change, or should be amended 
of rescinded. The time for comments is 
hereby extended from February 6,1965 
until March 11.1985. 

date: Comments should be received no 
later than March 11.1965. 

addresses: Comments should be sent 
to: Secretary. Federal Trade 
Commission, 6th and Pennsylvania 
Avenue. NW„ Washington. D.C. 20580. 

FOR FURTHER INFORMATION CONTACT! 

Lewis Frank©, Attorney, Division of 
Enforcement, Bureau of Consumer 
Protection. Federal Trade Commission 
Washington. D.C. 20560 (Telephone (2021 
376-2663) or Michael Lynch, Economist, 
Bureau of Economics. Federal Trade 
Commission. Washington, D.C. 20560 
(Telephone (202) 634-78091. 

SUPPLEMENTARY INFORMATION: By 
Federal Register notice of December 10. 
1964 (49 FR 48059) the Federal Trade 
Commission sought public comment on 
whether the Rule on Retail Food Store 
Advertising and Marketing Practices 
should remain in effect without change, 
or should be amended or rescinded. The 
original comment period was to end on 
February 8,1985. 

Because of both forma! and informal 
requests for an extension of time within 
which to file comments, the Commission 
has set the date of March 11. 1965 by 
which time comments should be 
received. 

By direction of the Commission 
Emily H. Rock. 

Secretary. 

(FR Doc. 85-4315 Filed 2-21-05: 8:45 ami 

•IUJNO CODE *750-01 -M 


DELAWARE RIVER BASIN 
COMMISSION 

18 CFR Part 410 

Proposed Amendment to 
Comprehensive Plan and Water Code 
of the Delaware River Basin 

agency: Delaware River Basin 
Commission. 

action: Proposed rule and public 
hearing. 

summary: Notice Is hereby given that 
the Delaware River Basin Commission 
will hold a public hearing to receive 
comments on 8 proposed amendment to 
the Commission’s Comprehensive Plan 
and Water Code of the Delaware River 
Basin in relation to well registration. 
The hearing will be a part of the 
Commission's regulation business 
meeting which is open to the public. 

The primary objectives of the 
proposed well registration program are: 

1. To provide a means for the 
acquisition of additional information 
necessary to more accurately plan and 
manage water resources in the Basin; 

2. To collect and compile uniform and 
compatible water use and hydrogeotogic 
data for individual wells; 

3. To quantify preexisting water users 
and to identify areas where water 
demands are increasing: and 

4. To minimize well interference 
issues. 

dates: The public hearing is scheduled 
for Wednesday. March 27,1985, 
beginning at 1:30 p.m. Persons wishing 
to testify at this hearing are requested to 
register with the Secretary prior to the 
hearing. The comment closing date will 
be announced at the hearing. 
addresses: Written comments should 
be submitted to Susan M. Weisman. 
Delaware River Basin Commission, P.O. 
Box 7360. West Trenton. New Jersey 
08628. The public hearing will be held in 
the Goddard Conference Room of the 
Commission's offices at 25 State Polire 
Drive. West Trenton, New jersey. 

FOR FURTHER INFORMATION CONTACT: 
Susan M. Weisman, Commission 
Secretary, Delaware River Basin 
Commission, telephone (609) 883-9500 
SUPPLEMENTARY INFORMATION! This 
proposed amendment is one of a number 
or recommendations presented to the 
Commission in the Special Ground 
Water Study. Basin wide Report and 
Executive Summary. Accepted by the 
Commission on December 15,1962. the 
study outlined a program for integrated 
management of ground water quantity 
and quality in the Basin. On February 
23.1963. the Commission approved task 
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descriptions and a schedule for 
implementation of the study. 

The proposed amendment. 

R i commendation No. 11 of the study, 
calls for the registration by the four 
signatory states of all new and existing 
wells or projects that withdraw 10,000 
gallons per day or more during any 
calendar month. 

The subject of the hearing will be as 

follows: 

Amendment to the Comprehensive Plan 
Relating to Well Registration Policy, 
Standards and Criteria 

List of Subject in 18 CFR Part 410 

Water pollution control 

PART 410—(AMENDED! 

Article 2 of the Water Code of the 
Delaware River Basin includes 
Commission policy relating to 
conservation, development and 
utilization of Basin water resources. The 
lack of quantifiable information 
regarding ground water and the 
hydrologic system is a long-standing 
problem which has hindered water 
rrtiinagcment activities throughout the 
Basin. The Commission is now 
considering an amendment to the 
Comprehensive Plan to add well 
registration policy, standards and 
criteria as recommended in the 
Commission's Special Ground Water 
Study. Basin wide Report and Executive 
Summary. It is proposed to: 

1. Amend the Comprehensive Plan 
and Article 2 of the Water Code of the 
Delaware River Basin which are 
referenced in 18 CFR Part 410 by the 
addition of a new section 2.20.7, to read 
as follows: 

2.20 7 Basinwide well registration 
standards and criteria. 

A Policy.— All owners or their agents (e.g*. 
well drillers) of Individual wells or groups of 
wells operated ass system that withdraw an 
average of 10.000 gallons per day (gpd) or 
niore during any 30-dav period from the 
underground waters at the Basin shall 
register their wells with the appropriate 
iisnatory state. 

B Standards and criteria.—Registration 
shdll be filed on forms, or in accordance with 
proc edures established by the appropriate 
signatory state. The following data snail 
ccmstfiute suggested information 
requirements for well registration (Owners or 
their agents are responsibile for items 1-8: 
■tales or the United States Geological Survey 
(U S G.S.) are responsible for items 9-13): 

L Well identification number (owner ID) 

2 Weil owner’s name, address, and 

telephone number 

3 Well location: 

a. State 

b County 

c Municipality or nearest town and 
direction 


d. U S.G-S. Quadrangle location 

4. Well construction information: 

a. Date of well completion 

b. Driller’s name, state license number 

c. Diameter of hole (inches) 

d. Depth of hole (ft. below land surface 
datum) 

e. Depth of completed well (ft. below Ud) 

f. Drilling method 

g. Casing sequence(s) 

—depth of top (ft. below Isd) 

—depth of bottom (ft below Isd) 

—diameter 
—material 

h Screen opening scquence(s) 

—depth of top (ft. below Isd) 

—depth of bottom (ft. below Isd) 

—diameter (inches) 

—material 

—type 

L Grout information 
—grout material 
—grout top (fL below Isd) 

—grout bottom (ft. below Isd) 
f. Driller’s Log 

5. Water yielding zones (consolidated-rock 

aquifers) 

a. depth of top (ft below Isd) 

b. depth of bottom (ft. below Isd) 

6. Driller’s Pump Test information* 

a. Date 

b. Static water level (ft above or below 
Isd) 

c. Pumping water level (ft below Isd) 

d. Pumping time (hours and minutes) 

e. Pumpihg rate (gpm) 

f. Pumping measurement method 

7. Use information: 

a. Use type 

—Agriculture (non irrigation) 

—Commercial 

—Domestic 

—Industrial 

—Irrigation 

—Mining 

—Dewatering 

—Air conditioning, geothermal heat 

pump 

—Power 

I Fossil-fueled power 
ii Nuclear power 
—Sewage treatment 
—Public water supply 

b. Anticipated or estimated usage (gpd. 
gpm. or gpy) 

c. Meter type 

d. Pump installation date 

e. Pump capacity (gpm) 

f. Motor capacity (hp) 

g. Pump manufacturer and type 

h. Power source 

L Intake setting (ft below Isd) 

|. Current pumping level (if available) 

8. Verification: Name, address, date, and 

telephone number of person supplying 
data for items 1-7 

9. Identification and location 

a. Latitude and longitude (method used) 

b. Major watershed (U.S.G.S. Hydrologic 
Unit) 

c. Minor watershed 

d. Stream reference and river mile 

e. Identification numbers (Registration ID) 

f. Altitude (ft. above or below mean sea 
level) (method used) 

10. Interpretation 


a. Aquifer and geologic formation 

b. Lithology of aquifer 

c. Depth to bedrock 

d. Bedrock material 

e. Confined or unconfined aquifer 

f. Drawdown 

g. Specific capacity 

11. Manner and location of wastewater 

disposal 

12. Water-withdrawal permit data (If 

available): 

a. Name of permitting agency 

b. Permit number 

c. Permit quantity 

d. Expiration date 

13. Verification: Name, agency, address, date, 

and telephone number of person 
supplying data for items 9-12 
C Administrative agreements.— 
Recognizing the existence of ongoing well 
registration programs in Delaware and New 
Jersey, and recognizing the major differences 
among the four signatory states regarding the 
legal authority and enforcement capability 
for the conduct of well registration, the 
Executive Director shall effecutate 
independent administrative agreements with 
each state for the conduct of well 
registration. The administrative agreements 
shall at a minimum provide for (I) the 
adoption by each state of the suggested 
information requirements presented in |B) for 
registration of new wells, producing an 
average of 10.000 gpd or more during any 30- 
day period. (2) the identification and 
automation of well records for all registered, 
existing wells producing an average of 10,000 
gpd or more during any 30-day period, and (3) 
the adoption of procedures for registration of 
unregistered, existing wells producing an 
average of 10,000 gpd or more during any 30- 
day period. 

(Delaware River Basin Compact (75 Stal 
088)) 

Susan M. Wmwnan. 

Secretary. 

February 14.1085. 

(FR Doc. 85-4331 Filed 2-21-85; 8:45 am| 

Si L UNO COOC 


ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Parts 704 and 721 

IOPTS-82016; FRL-2722-7] 

Hexachloronortoomadlene; Proposed 
Submission of Notice of Manufacturer, 
Import, or Processing and 
Determination of Significant New Use 

agency: Environmental Protection 
Agency (EPA). 
action: Proposed rule. 

summary: This proposed rule would 
require certain manufacturers, 
importers, and processors of 
hexachloronorbomadiene (HEX-BCH) to 
submit to EPA a report under section 
8(a) of the Toxic Substances Control Act 
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(TSCA), and other manufacturers, 
importers, and processors of HEX-BCH 
to submit a significant new use notice 
under section 5(a) of TSCA. The reports 
and notices would allow EPA to monitor 
the volume of HEX-BCH manufacture, 
imported, and processed, the number of 
individuals exposed to HEX-BCH. the 
manner of its environmental release, 
and the method of its disposal. EPA 
would evaluate the reported information 
to determine it further regulatory action 
is needed. 

date: Written comments should be 
submitted by April a, 1985. 
address: Since some comments are 
expected to contain confidential 
business information (CBI), all 
comments should be sent in triplicate to: 
Document Control Officer (TS-793). 
Office of Toxic Substances. 
Environmental Protection Agency, Rm. 
E-409. 401 M St.. SW., Washington. D.C. 
20480. 

Comments should include the docket 
control number OPTS-82016. Non- 
confidential comments and public 
versions of confidential comments on 
this proposal will be placed in the 
rulemaking record and will be available 
for public inspection. Unit VIII of this 
preamble contains additional 
Information on submitting comments 
containing CBI. 

FOR FURTHER INFORMATION CONTACT: 

Edward A. Klein, Director, TSCA 
Assistance Office fTS-799). Office of 
Toxic Substances, Environmental 
Protection Agency, Rm. E-543, 401 M St., 
SW., Washington. D.C. 20460, Toll free: 
(600—124-9065), In Washington. D.C: 
(554-1404), Outside the USA: 
(Operator—202-554-1404). 
SUPPLEMENTARY INFORMATION: OMB 
Control Number 2070-0038 

I. Authority 

The Agency is proposing this rule 
pursuant to two sections of TSCA. 
sections 8(a) and 5(a)(2). Section 8(a) (15 
U.S.C. 2607(a)) authorizes EPA to 
require persons (other than small 
manufacturers, Importers, and 
processors) who manufacture, import, or 
process a chemical substance to submit 
such reports as the Administrator may 
reasonably require. 

Section 5(a)(2) (15 U.S.C. 2an4(A)(2)) 
authorizes EPA to determine that a um* 
of a chemical substance is a significant 
new use. This determination is made by 
rule after a consideration of all relevant 
factors, including those listed in section 
5(a)(2). Once a use is determined to be 
significant new use. persons, must, 
under section 5(a)(1)(B). submit a notice 
to EPA at least 90 days before they 
commence that significant new use. 


Persons who intend to export a 
substance identified in a proposed or 
final SNUR are subjecte to the export 
provisions of TSCA section 12(b). The 
regulations t hat in terpret section 12(b) 
appear at 40 CFR Part 707. Persons who 
intend to import a substance identified 
in a final SNUR are subject to the TSCA 
section 13 import certification 
requirements, which are codified at 19 
CFR 12.118 through 12.127 and 127.28. 
The EPA policy in support of the import 
certification requirements appears at 40 
CHI Part 707. 

II. Applicability of General Provisions 

In the Federal Register of September 
5,1984 (49 FR 35011), EPA promulgated 
general regulatory provisions applicable 
to SNURs (40 CFR Part 721. Subpart A). 
EPA is proposing that these general 
provisions apply to the SNUR aspect of 
this rulemaking. The general provisions 
are discussed in detail in the cited 
Federal Register document and 
interested persons should refer to that 
document for further information. 
General provisions applicable to the 
section 8(a) aspect of this rulemaking 
have also been promulgated and are 
codified at 40 CFR Part 704. 

III. Summary of This Proposed Rule 

The chemical substance identified in 
this proposed rule is 1,2,3,4.7,7 
hexachioronorbomadiene (HEX BCH). 
Chemical Abstracts Service Registry' 
Number 3389-71-7. EPA is proposing to 
require certain manufacturers, importers 
and processors of HEX-BCH to submit 
to EPA a section 8(a) report, and other 
manufacturers, importers, and 
processors of HEX-BCH to submit a 
significant new use notice. 

A. Section 6(a) Reporting 

An initial section 8(a) report would be 
required from those persons (other than 
small manufacturers, importers, and 
processors) who manufacture, import, or 
process, or propose to manufacture, 
import or process HEX-BCH for use as 
an intermediate in the production of 
isodrin or endrin. These persons ivould 
be required to report on such things as 
the estimated quantities of production, 
importation, or processing of HEX-BCH; 
die number of employees exposed to 
IIEX-BCH; and the quantity, content, 
method of disposal, and disposal site of 
any wastes generated during the 
manufacture, import, or processing of 
HEX-BCH. 

Subsequent reporting would be 
triggered by certain events that are 
likely to significantly change human or 
environmental exposures to HEX-BCH 
and the need for current information. 
The triggers are based on information 


submitted in the most recent report 
(wether it is the initial or a subsequent 
report). Examples of these triggers are: 
The actual amount of HEX-BCH 
manufactured, imported, or processed is 
greater than or equal to 200 percent of 
the estimated quantity for that yean an 
increase of 30 percent or more in the 
number of employees exposed to HEX- 
BCH; and a change in the disposal site 
or method of disposal of the wastes 
generated from the manufacture, import, 
or processing of HEX-BCH. 

Whenever subsequent reporting is 
triggered, the respondent would be 
required to state the reason for 
submitting a subsequent report and to 
update all the information provided in 
the previous report For instance, if a 
person proposes to manufacture HEX- 
BCH for use as an intermediate in the 
production of isodrin. that person would 
be required to submit an initial section 
8(a) report One aspect of this report is a 
3-year, annual forecast of estimated 
production. Assume that the 
manufacturer estimates the production 
of HEX-BCH at 150 pounds per year for 
years 1. 2. and 3. If in year 2 the 
manufacturer actually produced 330 lbs 
of HEX-BCH (an amount greater than 
200 percent of the amount estimated in 
the initial report), the event would 
trigger the subsequent reporting 
requirement The subsequent report 
would include the reason for submission 
(actual production greater than 200 
percent of estimated production), and 
would update the information provided 
in the previous report (Le. provide a 
prospective 3-year, annual forecast of 
production for years 3 through 5). 

Lastly, in order to ensure compliance 
with the section 8(a) reporting 
requirements, this rule would establish 
certification and recordkeeping 
requirements. Each person that would 
be required by this rule to submit an 8(a) 
report would also be required to; (1) 
Retain documentation of the informalmn 
contained in each report for 5 years from 
the date of its submission; and (2) after 
submitting a report, annually review 
their activities to determine whether a 
triggering event has occurred. If a 
review shows that none of the triggering 
events have occurred, the person would 
be required to certify a written 
statement to this fact; and (3) retain all 
certified statements for 3 years from the 
date of their creation. 

A Significant New Use Reporting 

Persons (including small 
manufacturers, importers, and 
processors) who intend to manufacture 
import or process HEX-BCH for any use 
other than as an intermediate in the 
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production of isodrin or endrin would be 
required to submit a significant new use 
notice. The notice must be submitted to 
EPA at least 90 days before the 
commencement of the manufacture, 
bnport, or processing of HEX-BCH and 
must comply with certain TSCA 
provisions. The notice is generally 
subject to the same statutory 
requirements and procedures as a 
premanufacture notice (PMN) submitted 
pursuant to section 5(a)(1)(A). In 
particular, these include the information 
submission requirements of section 5(b) 
and (d)(1), and the exemptions 
authorized by section 5(h). Also, 
submitters must use the PMN form 
number 7710-25. These requirements 
and procedures were promulgated in the 
Federal Register of September 5,1984 
and will be codified in 40 CFR Part 721, 
Sub part A. 

Once EPA receives a significant new 
use notice, EPA has up to 180 days to 
initiate regulatory action. EPA may act 
pursuant to section 5(e), 5(f), 8, or 7 to 
control risks that are or might be 
presented by the significant new use. If 
no action is taken, section 5(g) requires 
the Agency to explain in the Federal 
Register its reasons for not taking 
action. 

IV. Discussion of Chemical Substance 

1 Production and use data . HEX-BCII 
has recently been manufactured at a 
rate of 300.000 pounds every 2 to 3 years 
by one manufacturer at one plant site. 

All of this production is used to produce 
isodrin which is an intermediate in the 
production of endrin. Endrin is a 
pesticide and when used as a pesticide 
it is regulated under the Federal 
Insecticide, Fungicide, and Rodenticide 
Act. In November of 1984. the sole 
manufacturer vountarily cancelled its 
b.S. pesticide registrations of technical 
endrin and for two of their three endrin 
formulations. The remaining formulation 
*vill be cancelled in August of 1985. 
However, it is important to note these 
actions merely curtailed a limited U.S. 
market for endrin and do not affect a 
manufacturer's ability to produce HEX- 
BCH in the U.S. for shipment elsewhere. 

has identified other possible uses 
of HEX-BCH. none of which has been 
commercially practiced. 

2. Human health and environmental 
effects. EPA has relatively few data on 
“J® human health effects of HEX-BCH. 
Ibis chemical substance is moderately 
toxic (rat oral LDw*776 mg/kg), it will 
affect neuromuscular functions (an 
indication of neurotoxicity), and. based 
°n its structural similarity to several 
carcinogenic pesticides that like HEX- 
bU { contain the hexachloronorbomene 
muicty, HEX-BCH may be a carcinogen. 


There are considerably more data on 
the environmental effects of HEX-BCH. 
Studies show that HEX-BCH is 
persistent, highly toxic to fish, has a 
high bioconcentration factor, and will 
tend to partition to soil and sediment. 

3. Past and current exposure data. 
Workers at a municipal waste water 
treatment plant and people residing in 
close proximity to a waste disposal site 
have been exposed to HEX-BCH. Past 
disposal methods for 11EX-BCH 
production wastes included its direct 
discharge into the municipal waste 
water system. Workers at the waste 
water treatment plant were exposed 
through inhalation to HEX-BCH. and 
HEX-BCH was detected in their urine. 
The people residing near the waste 
disposal site were exposed by drinking 
well water which contained, among 
other chemical substances, detectable 
levels of HEX-BCIL In both instances, 
the levels of HEX-BCH were 
considerably less than the levels shown 
to cause neuromuscular effects. 
However, if HEX-BCH is a carcinogen 
the levels take on greater significance. 

The sole current manufacturer of 
HEX-BCH uses a totally enclosed 
manufacturing process to produce HEX- 
BCH, and therefore does not expose its 
employees to this substance. The 
manufacturer is also now required by 
the municipal waste water treatment 
plant to pretreat its production wastes 
before discharging them to the sewer 
system. However, the discharge permit 
does allow some discharge of HEX-BCH. 
The disposal site has been closed, 
capped, is on the National Priorities List, 
and is being evaluated for further . 
cleanup efforts. 

4. Regulatory background. In 
December 1983, the Interagency Testing 
Committee recommended HEX-BCH to 
EPA for priority consideration in 
developing a test rule to further 
characterize the chemical's health 
effects (48 FR 55874). HEX-BCH was 
also added to the section 8(a) 
Preliminary Assessment Information 
Rule (48 FR 55685) and the section 8(d) 
Health and Safety Data Reporting Rule 
(48 FR 55686). In the Federal Register of 
November 19.1984 (49 FR 45654), EPA 
published its decision not to require 
testing of HEX-BCH EPA decided that 
testing was not warranted at that time 
because of the limited production of and 
low potential for human exposure to 
HEX-BCH. Individuals should read the 
Federal Register document cited above 
for a complete discussion of EPA’s 
decision. 

V. Reasons for Proposing This Rule 

HEX-BCH’s known adverse 
environmental effects and potential 
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adverse human health effects have 
prompted EPA to develop this rule to 
monitor the production volume of HEX- 
BCH and the potential for its exposure 
to humans and the environment. The 
proposed section 8(a) initial and 
subsequent reports will keep EPA 
reasonably apprised of the production 
volume of and exposure to HEX-BCH 
during its use as an intermediate in the 
production of isbdrin or endrin. The 
subsequent reporting triggers were 
selected as those instances EPA 
considers significant enough to prompt 
another risk assessment. For instance, if 
a manufacturer should produce an 
amount of HEX-BCH that is 200 percent 
greater than a previous estimate this 
signifies a marked demand for HEX- 
BCH that is much greater than expected 
and a potential for increases in exposure 
to and the discharge of HEX-BCH. The 
subsequent notice would prompt EPA to 
review the situation. The proposed 
significant new use reporting will keep 
EPA reasonably apprised of the 
production volume of and exposure to 
HEX-BCH for any other use. 

In the event production of or exposure 
to HEX-BCH should substantially 
increase, EPA will reconsider its 
decision not to promulgate a section 4 
test rule and may consider other 
regulatory action. In addition, if the 
increase in production of or exposure to 
HEX-BCH would be attributed to the 
commencement of a significant new use 
of HEX-BCH. EPA will have the 
opportunity to review the use and, if 
necessary, act to prevent potential 
adverse environmental or human 
exposures to HEX-BCH. 

The previously promulgated section 
8(a) reporting rule for HEX-BCH (48 FR 
55685) is insufficient to provide the 
information or notice EPA now requires. 
That rule was a one-time reporting 
requirement that informed EPA of past 
HEX-BCH production. Therefore, to 
provide monitoring of the manufacture, 
import, and processing of HEX-BCH as 
an intermediate in the production of 
isodrin and endrin. and to ensure 
advance notice to EPA and an 
opportunity to prevent any 
unreasonable risks in the event HEX- 
BCH is manufactured, imported, or 
processed for use other than as an 
intermediate in the production of isodrin 
or endrin. EPA it proposing this rule. 

VI. Applicability of Proposal to Uses 
Occurring Before Promulgations of Final 
SNUR 

EPA believes that the intent of section 
5(a)(1)(B) is best served by determining 
whether a use is a significant new use as 
of the proposal date of the SNUR rather 
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than upon promulgation of a final rule. If 
uses begun during the proposal period of 
the SNUR were not considered 
significant new uses, it would be 
extremely difficult for the Agency to 
establish SNUR notice requirements. 

Any person could defeat the SNUR by 
initiating the proposed significant new 
uses before the rule becomes final. 

EPA recognizes that this 
interpretation of section 5 may disrupt 
the commercial activities of persons 
who begin the manufacture, import, or 
processing of HEX-BCH for uses other 
than as an intermediate in the 
production of isodrin or endrin during 
the proposal period. However, this 
proposal puts them on notice of the 
potential disruption and they proceed at 
their own risk, 

VII. Economic Analysis 

After promulgation of this reporting 
rule, two types of reporting would be 
required: section 8(a) reporting and 
significant new use reporting. An initial 
section 8(a) report would be required 
from all persons (other than small 
businesses) who manufacture, import, or 
process HEX-BCH for use as an 
intermediate in the production of isodrin 
or endrin. Subsequent reporting would 
be triggered by events likely to 
significantly change exposures to HEX- 
BCH or required to correct previously 
reported information. The Agency 
estimates that the direct cost9 of 
submitting an initial section 8(a) report, 
keeping documentation of the report, 
and subsequent certifications range 
from $453 to $1,615. The costs of 
subsequent reporting will vary with the 
amount of information that is included 
in each report and the number of reports 
that must be submitted. It is not possible 
to quantify these costs at present. 

Under the significant new use 
reporting requirement in this rule, all 
other persons (including small 
businesses) who intend to manufacture, 
import, or process HEX-BCII for any use 
other than as an intermediate in the 
production of isodrin or endrin must 
submit a significant new use notice. As 
a result of this requirement, there arc 
two courses of action Tor a person who 
intends to engage in a significant new 
use: (1) Not manufacture, import or 
process HEX-BCH or (2) file a significant 
new use notice with the Agency. EPA 
has up to 180 days from receipt of the 
notice to initiate follow-up regulatory 
action under section 5 (e) or (0. 

The Agency estimates that the direct 
costs oF submitting a significant new use 
notice range from $1,375 to $7,950. It is 
not possible to estimate the costs 
associated with a decision by the 
company not to engage in a significant 


new use of HEX-BCH. However, since 
the direct costs of submitting a notice 
are relatively minor, the Agency 
believes that a decision not to engage in 
a significant new use would be based on 
the market prospects associated with 
the significant new use and the 
anticipation of Agency regulatory 
actions subsequent to notification. 

VIII. Comments Containing Confidential 
Business Information 

Any person who submits comments 
claimed as confidential business 
information must mark the comments as 
“confidential/* “trade secret/' or with 
another appropriate designation. 
Comments not claimed as confidential 
at the time of submission will be placed 
in the public file. Any comments marked 
as confidential will be treated in 
accordance with the procedures in 40 
CFR Part 2. EPA requests that any party 
submitting confidential comments 
prepare and submit a public version of 
the comments that EPA can place in the 
public file. 

IX. (udicial Review 

When this proposed rule is 
promulgated, judicial review may be 
available under section 19 of TSCA in 
the United States Court of Appeals for 
the District of Columbia Circuit or in the 
circuit in which the person seeking 
review resides or has its principal place 
of business. To provide all interested 
persons an equal opportunity to file a 
timely petition for judicial review and to 
avoid so called “races to the 
courthouse/* EPA intends to promulgate 
this rule for purposes of judicial review 
two weeks after publishing the final rule 
in the Federal Register. The effective 
date will be calculated from the 
promulgation date. 

X. Rulemaking Record 

EPA has established a record for this 
rulemaking (docket control number 
OPTS-82016). The record includes basic 
information considered by the Agency in 
developing this proposed rule. EPA will 
supplement the record with additional 
information as it is received. The record 
now includes the following: 

1. Thirteenth Report of the TSCA 
Interagency Testing Committee to the 
Administrator. (48 FR 55674). 

2. Automatic section 8(a) perliminary 
assessment information reporting 
requirement for HEX-BCH. (48 FR 
55685): and information reported 
thereunder. 

3. Automatic section 8(d) reporting 
requirement of health and safety data, 
(48 FR 55686): and information reported 
thereunder. 


4. Certain pesticide products: intent to 
cancel registrations (49 FR 42792). 

5. EPA's decision not to initiate a teat 
rule for HEX-BCH (49 FR 45654). 

6. A chemical hazard information 
profile for HEX-BCH. 

7. Use and substitute analysis of I IKX 
BCH. 

8. Economic Analysis. 

EPA will accept additional material* 
for inclusion In the record at any time 
between publication of this proposed 
rule and designation of the complete 
record. EPA will identify the complete 
rulemaking record by the date of 
promulgation. A public version of this 
record containing sanitized copies from 
which CBI has been deleted is available 
for inspection in Rm. E-107, 401 M St.. 
SW., Washington. D.C. 20460, from 8:00 
a.m. to 4:00 p.m., Monday through 
Friday, except legal holidays. 

XI. Regulatory' Assessment 
Requirements 

A . Executive Order 12291 

Under Executive Order 12291, EPA 
must judge whether a regulation is 
“Major” and therefore requires a 
Regulatory Impact Analysis. EPA has 
determined that this proposed rule is not 
a “Major” rule because it does not have 
an effect on the economy of $100 million 
or more, and it will not have a 
significant effect on competition, costs, 
or prices. EPA estimates industry's 
annual compliance cost to range from 
$453 to $7,950 depending on whether a 
section 8(a) report or significant new use 
notice is required. This regulation was 
submitted to Office of Management and 
Budget (OMB) for review under 
Executive Order 12291. 

B. Regulator} 0 Flexibility Act 

Under the Regulatory Flexibility Act 5 
U.S.C. 605(b). EPA certifies that this 
proposed rule, if promulgated, will not 
have a significant impact on a 
substantial number of small businesses. 
The Agency has not determined whether 
parties affected by this proposed rule 
are likely to be small businesses. 
Howxver, EPA believes that few 
manufacturers, importers, or processor* 
will submit notices. Therefore, although 
the costs of preparing a notice under thi« 
rule might be significant for some 
businesses, the number of such 
businesses affected is not expected to 
be substantial. 

C Paperwork Reduction Act 

OMB has approved the information 
collection requirements contained in this 
proposed rule for the significant new use 
reporting under the provisions of the 
Paperwork Reduction Act of 1980. 44 
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U S C. 3501 et seq.. and has assigned 
0MB control number 2070-0038. 
Comments on these requirements should 
be Emitted to the Office of 
Information and Regulatory Affairs of 
0MB. marked Attention: Desk Officer 
for EPA. The final rule package will 
respond to any OMB or public 
comments on the information collection 
requirements. 

The information collection 
requirements in this proposed rule for 
the section 8(d) reporting have been 
submitted for OMB approval. Comments 
on these requirements should be 
submitted to the Office of Information 
and Regulatory Affairs of OMB marked 
Attention: Desk Officer for EPA. The 
final rule package will respond to any 
OMB or public comments on the 
information collection requirements. 

List of Subjects 

40 CFR Part 704 

Environmental protection, Hazardous 
materials. Chemicals. Recordkeeping 
and reporting requirements. 

40 CFR Part 721 

Environmental protection. Chemicals. 
Hazardous materials. Recordkeeping 
and reporting requirements. Significant 

new uses. 

Dated February 1Z 1985. 
lee M Thomas, 

T 'ling Administrator. 

PART 704—(AMENDED) 

Therefore, it is proposed that Parts 704 
and 721 of Title 40, Chapter L be 
amended as follows: 

L In Part 704: 

a. By adding in appropriate 
alphabetical order the definition for 
‘ CAS number”, and revising the 
definition of “propose to manufacture or 
import” to read as follows: 

3 Definitions. 

' * « • • 

‘ CAS Number” means Chemical 
Abstracts Service Registry Number. 

• • • • 

“Propose to manufacture, import, or 
process” means that a person has made 
* firm management decision to commit 
financial resources for the manufacture, 
import, or processing of the specified 
chemical. 


b By adding $ 704 142 to Subpart D to 
•>ad as follows: 


(a) Definitions . (1) "Endrin" means the 
pesticide 2.7,3.6-Dimethanonaphth (2,3- 
b) oxirene. 3.4.5,8.9.9-hexachloro- 
la.2.2a.3,6,6a.7,7a-oclahydro-. (Inalpha. 
2beta. 2a beta, 3alpha. Balpha, Babeta, 
7bcta. 7aalpha), CAS Number 72-20-8. 

(2) "HEX-BCH” means the chemical 
substance 1,2,3.4,7,7 

hexachloronorbornadiene. CAS Number 
3398-71-7. 

(3) "Isodrin" means the pesticide 
1.4,:5,8-DimRthdnoaphthaleoc, 

1,2,3,4,10,lQ-Hexachloro-1.4.4a.5.6.8a- 
hexahydro-. (lalpha. 4dipba. 4abeta. 
5beta, 8beta. Babeta), CAS Number 405- 
73-6. 

(4) "Small business" means any 
manufacturer, importer, or processor 
who meets either paiagraph (a)(4) (i) or 

(ii) of this section: 

(i) A business is small if its total 
annual sales, when combined with those 
of its parent (if any), are less than $40 
million. However, if the annual 
manufacture, import, or processing 
volume of a particular chemical 
substance at any individual site owned 
or controlled by the business is greater 
than 45,400 kilograms (100,000 pounds), 
the business shall not qualify as small 
for purposes of reporting on the 
manufacture, import, or processing of 
that chemical substance at that site, 
unless the business qualifies as small 
under paragraph (a)(4)fii) of this section. 

(ii) A business is small if its total 
annual sales, when combined with those 
of its parent company (if any), are less 
lhan $4 million, regardless of the 
quantity of the particular chemical 
substance manufactured, imported, or 
processed by that business. 

(iii) For imported mixtures containing 
HEX-BCH the 45.400 kilograms (100.000 
pounds) standard in paragraph (a)(4)(i) 
of this section applies only to the 
amount of HEX-BCH in a mixture and 
not the other components of the mixture. 

(5) "8-hour time weighted average" 
means the cumulative exposure for an 8- 
hour work shift and shall be computed 
as follows: 


E- 


C.T.+/c*T*-t j C„T a 

8 


where: 

E is the equivalent exposure for the working 
shift. 

C, is the concentration (l.e. part per million) 
during any period of time (TJ where the 
concentration remains constant. 

T, is the duration in hours of the exposure at 
the concentration C,. 


(0) "Year" means corporate fiscal 
year. 


(b) Persons who must report (1) 
Reports must be submitted by: (i) 
persons who are manufacturing, 
importing, or processing HEX-BCH for 
use as an intermediate in the production 
of isodrin or endrin on or after (insert 
effective date of final rule): and (ii) 
persons who propose to manufacture, 
import, or process HEX-BCH for use as 
an intermediate in the product of isodrin 
or endrin. on or after (insert effective 
date of final rule). 

(2) Persons described in paragraph 
(b)(1) of this section who engage in more 
than one activity (i.e. manufacture and 
processing) must sumbit a report for 
each activity. 

(c) Persons exempt from reporting. (1) 
Small businesses. 

(2) Persons described in S 704.5 (a) 
and (c). 

(d) Information to report (1) Initial 
reports must include, to the extent that it 
is known to or reasonably ascertainable 
by the person reporting, the following 
information: 

(i) Company name and address. 

(ii) Name, address, and telephone 
number of the principal contact. 

(iii) Location of plant site where HEX- 
BCH is or is proposed to be 
manufactured, imported, or processed. 

(iv) If applicable, the intended dale for 
initiating manufacture, import, or 
processing of HEX-BCH. 

(v) If applicable, the actual quantity 
(by weight) of HEX-BCH manufactured, 
imported or processed during the most 
recently concluded year. 

(vl) The estimated quantity (by 
weight) of HEX-BCH to be 
manufactured, imported, or processed 
each year during the first three years 
following the date of the report or the 
date of the intended start of 
manufacture, import or processing, 
whichever occurs later. 

(vii) For each year described in 
paragraph (d)(l)(vi) of this section: the 
expected number of employees exposed 
to HEX-BCH during its manufacture or 
import, processing, distribution in 
commerce, use and disposal: the routes 
of exposure: and the 8-hour time 
weighted average of exposure. This 
information is to be reported separately 
for each activity noted. 

(viii) If employees are exposed or 
expected to be exposed to HEX-BCH. for 
each reported route of exposure, 
whether personal protective equipment 
is used or expected to be used, and a 
description of the personal protective 
equipment. 

(ix) The quantity, content, method of 
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disposal, and disposal site of any 
wastes generated during the 
manufacture, import, or processing of 
HEX-BGU 

(2) Subsequent reports must provide, 
to the extent known to or reasonably 
ascertainable by the person reporting, 
the information in paragraph (d)(1) of 
this section and a statement explaining 
why the subsequent report is required. 

(p) When to report (1) Persons w ho 
are manufacturing, importing, or 
processing HEX-BCH on (effective date 
of finul rule) must submit an initial 
report to EPA by (30 days after effective 
date of final rule). 

(2) Persons’who propose to 
manufacture, import, or process HEX- 
BCH on or after (effective date of final 
rule) must submit an initial report to 
EPA by (30 days after effective date of 
final rule) or 15 days after making the 
management decision described in 

i 704.3(p), whichever is later in time. 

(3) Persons described in paragraph (b) 
of this section, who have submitted a 
report described in paragraph (d) of this 
section, and who know or could 
reasonably ascertain that based on the 
most recently submitted report any of 
the following events have occurred, 
must submit a subsequent report within 
30 days of such event. 

(i) the actual quantity [by weight) of 
HEX-BCH manufactured, imported, or 
processed is greater than or equal to 200 
percent of the estimated value for any 
year reported pursuant to paragraph 
(d)(l(vi) of this section. 

(ii) The total number of employees 
exposed to HEX-.BCH is greater than 
130 percent of the annual value reported 
pursuant to paragraph (d)(l)(vii) of this 
section. 

(iii) The route of exposures to HEX- 
BCH reported pursuant to paragraph 
(d)(l)(vii) of this section has changed. 

(iv) Any 8-hour time weighted average 
reported pursuant to (d)(l)(vii) of this 
section has increased by more than 100 
percent. 

(v) The manufacture, import, or 
processing of HEX-BCH has moved to a 
plant site different than that reported 
pursuant to paragraph (d)(l)(iii) of this 
section. 

(vi) The method of disposal or 
disposal site reported pursuant to 
paragraph (d)(l)(ix) has changed. 

(vii) Three years have passed since 
the most recent submission of a report 
under this paragraph. 

(f) Certification of review . Each 
person who has submitted a report 
under this section must review its 
activities each year to determine 
whether any reportable events specified 
in paragraph (e)(3) of this section has 


occurred. If a review shows that none of 
these events has occurred, the person is 
required to certify this fact in writing. 

(g) Recordkeeping. Any person 
subject to the reporting requirements of 
this section must: 

(1) Retain documentation of 
information contained in their reports. 
This documentation must be maintained 
for a period of 5 years from the date of 
the submission of the report: and 

(2) Retain the certification required by 
paragraph (0 for 3 years from the date of 
its creation. 

(h) Where to send reports. Reports 
must be submitted by certified mail to 
the United States Environmental 
Protection Agency. Document 
Processing Center, P.O. Box 2070, 
Rockville, MD 20852. ATTN: HEX-BCH 
Notification. 

(Approved by the Office of Management 
and Budget under control number 2070- ) 

PART 721—(AMENDED) 

2. In Part 721. by adding l 721.342 to 
Subpart B to read as follows: 

5 721«342 Mexochloronortoomadlene. 

(a) Chemical substance and 
significant new uses subject to 
reporting. (1) The chemical substance 
hexachloronorbomadiene. CAS Number 
3389-71-7. is subject to reporting under 
this section for the significant new use 
described in paragraph (a)(2) of this 
section. 

(2) The significant new use is: Use 
other than as as intermediate in the 
production of Isodrin or endrin. 

(b) Specific requirements. The 
provisions of subpart A of this Part 
apply to this section except as modified 
by this paragraph. 

(1) Definitions. In addition to the 
definitions in ( 721.3. the following 
definitions apply: 

(i) "Endrin** means the pesticide 
2.7:3.6-Dimethanonaphth (2,3-b) oxirene. 
3.4.5.8.9.9-hexachIoro-la.2.2a,3.6a.7.7a~ 
octahydro-, (laalpha. 2beta. 2abeta. 
3aipha. Balpha. Gabeta. 7beta, 7aalpha). 
CAS Number 72-20-8. 

(ii) "Isodrin" means the pesticide 
1,4.5.8-Dimethanonaphthaiene, 
l,2.3.4.10.10-hexachloro-l,4,4a.5,8,8a- 
hexahydro-. (lalpha, 4alpha. 4abeta, 
5beta. 8beta, 8abeta), CAS Number 465- 
73-6. 

(2) (Reserved) 

(Approved by the Office of Management 
and Budget under controt number 2070-0038) 

|FR Doc. 85—4237 Filed 2-21-85; 8:45 am) 

BILLING COOC ftMO-MHi 


GENERAL SERVICES 
ADMINISTRATION 

41 CFR Ch. 201 

Amendment of the FIRMR To Revise 
ADP Performance Validation 
Provisions 

agency: Office of Information 
Resources Management, CSA. 
action: Notice of proposed rulemakim; 

summary: The General Services 
Administration proposes to amend the 
FIRMR policy and guidance regarding 
agency performance validation of 
proposed ADP equipment systems. The 
regulation will allow agencies more 
freedom in selecting and using 
appropriate ADP equipment validation 
techniques. The intent is to increase 
economy and efficiency in the 
acquisition of Federal ADP equipment 
systems. 

date: Comments are due March 25. 
1985. 

address: Comments should be 
submitted to the General Services 
Administration (KMPP), Washington. 
DC 20405. 

FOR FURTHER INFORMATION CONTACT: 

Carolyn A. Thomas, Policy Branch, 
Office of Information Resources 
Management, telephone: (202) 566-0194 
or FTS. 568-0194. The full text of this 
proposed rule (Project 84.80A) is 
available upon request. 

SUPPLEMENTARY INFORMATION: 

1. On October 22,1982, the Genera! 
Accounting Office (GAO) issued an 
audit report entitled. "Benchmarking: 
Costly and Difficult, But Often 
Necessary When Buying Computer 
Equipment or Services*' (GAO/AFMD- 
83-5). The audit found that one of the 
tools used most commonly for computer 
system performance validation was the 
benchmark. It also found the benchmark 
process to be very costly*and that its 
effectiveness as an evaluation tool was 
dependent upon the extent to which it 
could be made representative of 
projected workload. The audit 
concluded that in some dreumslances, 
more cost effective evaluation tools are 
indicated, and Recommended a revision 
to Federal regulations to discourage the 
use of benchmarking as an evaluation 
tool for low dollar ADP acquisitions. 

2. In September 1982 the General 
Services Administration (GSA) 
contracted with the Federal Computer 
Performance Evaluation and Simulation 
Center (FEDSIM) for a technical study of 
alternative performance validation 
techniques. The FEDSIM study (NA- 
820G0-GSA), completed in May 1984. 
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generally supported CAO's conclusions 
and recommendations. 

3. GSA proposes to amend several 
sections of the FIRMR relating to the 
performance validation of proposed 
ADP equipment systems. The 
firrendment allows agencies more 
freedom in selecting and using 
appropriate ADP equipment capability 
and performance validation techniques 
(including benchmarking) based on the 
risks associated with the technique and 
how those risks impact the 
accomplishment of agency mission 
needs. Solicitation preparation 
guidance, based on the revised 
regulatory provisions, will also be 
published. 

4. GSA has determined that this rule is 
not a major rule for the purposes of 
Executive Order 12291 of February 17, 
1981, and therefore a Regulatory Impact 
Analysis is not required. 

List of Subjects in 41 CFR Chapter 201 

Government information resource* 
activities. Government procurement 

(Sec 205(c). *1 Stat 390: 40 U.S.C. 406(c)) 

Dated; December 27.1904. 

Frauds A. McDonough, 

Deputy Assistant Administrator for Federal 
Information Resourr:es Management 
(FR Doc 85-4382 Filed 2-21-05; 8:45 am) 

m 11*0 COOt M20-2S-M 


DEPARTMENT OF TRANSPORTATION 

Federal Highway Administration 

49 CFR Parts 390, 391, 392, 393, 394, 
395. 396, 397, 398, and 399 

IBMCS Notice No. 85-31 

Motor Carrier Safety Act of 1984; 
Submission of State Safety 
Regulations for Review; Initial 

Guidelines 

agency: Federal Highway 
Administration (FHWA). DOT. 
action: Public notice of clarification of 
guidelines to States. 


summary: This notice clarifies the 
guidelines to States published at 50 FR 
1243 on January 10,1985. which are 
required by section 207(c) of the Motor 
Carrier Safety Act of 1984. The 
compilation of commercial motor 
vehicle State safety laws and 
regulations must be submitted by April 
^ 1985. The analyses of such laws and 
regulations can be submitted as soon as 
practicable after April 30.1985. but not 
Liter than a date which may be 


established by the Commercial Motor 
Vehicle Safety Regulatory Review Panel. 
effective DATE: This notice of 
clarification is effective on February 22, 
1985. 

FOR FURTHER INFORMATION CONTACT: 

Mr. J.J. Fulnccky, Bureau of Motor 
Carrier Safety. (202) 426-0033; or Mr. 
Thomas P. Holian. Office of the Chief 
Counsel. (202) 426-0348. Federal 
Highway Administration. 400 7th Street. 
SVV., Washington, DC, 20590. Office 
hours are from 7:45 a.m. to 4:15 p.m. ET, 
Monday through Friday. 

SUPPLEMENTARY INFORMATION: On 
(anuary 10,1985, FHWA issued initial 
guidelines required by section 207(c) of 
the Motor Carrier Safety Act of 1984 
(Pub. L 98-554, 98 Stat. 2829) (the Act) 
(see 50 FR 1243, (anuary 10.1985). These 
guidelines called for the submission by 
States of compilations and analyses of 
State laws and regulations pertaining to 
commercial motor vehicle safety. This 
information was requested to be 
submitted by April 30.1985. 

Section 207(a) of the Act required 
submission of such State laws and 
regulations by April 30,1985> to the 
Secretary and the Commercial Motor 
Vehicle Safety Regulatory Review Panel 
(Safety Panel) to be established 
pursuant to section 209 of the Act. The 
Safety Panel is to review such State 
laws and regulations and determine 
which laws or regulations pertain to 
commercial motor vehicle safety by 
April 30.1988. Section 208(b)(1). States 
are also directed by section 207(d) of the 
Act to submit analyses to the Safety 
Panel of the effect of their laws and 
regulations, and their comparative 
stringency relative to the Federal 
regulations, as soon as practicable but 
not later than such time as the Safety 
Panel may establish. W'ithin 12 months 
after the Safety Panel determines a 
State law or regulation pertains to 
commercial motor vehicle safety (i.e., by 
April 30.1987). the Safety Panel shall 
determine whether the State law or 
regulation so identified has the same 
effect as; is less stringent than; is 
additional to or more stringent than the 
Federal regulation. Upon notification by 
the Safety Panel of its determinations, 
the Secretary will initiate rulemaking to 
determine which State laws and 
regulations may remain in effect after 
October 30.1989. Section 208(a). This 
rulemaking is to be completed within 18 
months of receiving the Safety Panel's 
determinations. Section 208(c)(5)(A). 
Thus, this rulemaking is scheduled to be 
completed by October 30.1988. Any 
person (including any State) may 
petition for a waiver of a determination 
by the Secretary. Section 208(d)(1). 


In our initial guidelines, we requested 
States to submit their analyses regarding 
their laws and regulations together with 
their compilations of such laws and 
regulations by April 30,1985, in order to 
facilitate the work of the Safety Panel. 
We are aware, however, that it will take 
time for States to complete both the 
compilations and analyses of their laws 
and regulations pertaining to 
commercial motor vehicle safety. We 
are also mindful of the fact that 
pursuant to section 206 of the Act 
changes in the Federal rules will be 
proposed and made within 18 months of 
the enactment of the Act (i.e., by April 
30,1986). Thus, the Safety Panel cannot 
meaningfully analyze the relative 
stringency of the State laws and 
regulations until changes in the Federal 
regulations have been made. Therefore, 
we request States to submit their laws 
and regulations (see Guidelines A. B. C. 
and E in our )anuary 10 notice) by April 
36 1985. and their analyses (see 
Guideline D) as soon as practicable 
thereafter, but not later than a date 
which may be established by the Safety 
Panel. 

(The Motor Carrier Safety Act of 1984. Pub. L 
08-554, 98 Slat. 2829. October 30.1984, Title 
It section 107) 

Issued on: February 14.1985. 

Kenneth L. Pierson. 

Di/vctor. Bureau of Motor Carrier Safety. 

(FR Doc. 85-4333 Filed 2-21-85; 8 45 am) 

Will NO COO€ 4910 2?-* 


DEPARTMENT OF THE INTERIOR 
Fish and Wildlife Service 
50 CFR Part 20 

Migratory Bird Hunting; Guidelines on 
Minimum Criteria for Identification of 
Nontoxic Shot Zones for Waterfowl 
Hunting 

e 

agency: Fish and Wildlife Service. 
Interior. 

action: Notice of draft guidelines; 
extension of comment period. 

summary: Based on comments and 
inquiries received to date by the U.S. 
Fish and Wildlife Service on guidelines 
on minimum criteria for identification of 
nontoxic shot zones for waterfowl 
hunting published in the January 16, 

1985. Federal Register (at 50 FR 2298) the 
Service believes that additional time for 
receipt of coments is warranted, and 
therefore the comment period is 
extended. 
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OATES: Comments must be submitted by 
March 22,1985. When submitting 
c omments on guidelines (as published in 
50 FR 2298) please distinguish between 
the FWS proposal (Table 2) and the 
recommendations of the representatives 
from ftyway councils (Table 1). 

adore ss: Submit comments to Director 
IFWS/MBMO). US. Fish and Wildlife 
Service. Department of the Interior, 
Washington. D.C. 20240. Telephone 202- 
254-3207. 

FOR FURTHER INFORMATION CONTACT: 

Rollin D. Sparrowe. Chief. Office of 
Migratory Bird Management, Fish and 
Wildlife Service. Department of the 
Interior, Washington. D.C. 20240. 

Dated. February 20.1985. 

Robert A. |antzen. 

Director. US. Fish and Wildlife Service 
(FR Doc. 85-4423 Filed 2-21-65. 9:21 aro| 

SfLLfHO CO0« 4J10-SS * 


V 
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Notices 


Federal Register 

Vol. 50, No, 36 
Fridiiy. February 22, 1985 


This section of the FEDERAL REGISTER 
contains documents other than rules or 
piooosed rules that are applicable to the 
public. Notices of hearings and 
investigations, committee meetings, agency 
decisions and rulings, delegations of 
authority, filing of petitions and 
applications and agency statements ol 
organization and functions are examples 
of documents appearing in this section. 


DEPARTMENT OF AGRICULTURE 
Commodity Credit Corporation 

1985-Crop Honey Price Support 

Program 

agency: Commodity Credit Corporation, 

USDA. 

action: Notice of proposed 
dr Terminations. 

summary: The purpose of this notice is 
to propose a level of loans and 
purchases for the 1985-crop honey price 
support program and certain other 
related determinations. These 
determinations are to be made in 
accordance with the Agricultural Act of 
1949, as amended. Written comments 
are invited from interested persons. 
date: Comments must be received on or 
before March 25.1985, in order to be 
assured of consideration. 
address: Mail comments to Dr. Howard 
C. Williams, Director, Commodity 
Analysis Division. USDA-ASCS, 3741 
South Building. P.O. Box 2415, 
Washington, D.C. 20013. 

FOR FURTHER INFORMATION CONTACT: 
Harry A. Sullivan, Agricultural 
Economist, Commodity Analysis 
Division, USDA-ASCS. 3752 South 
Building. P O. Box 2415, Washington, 

D C. 20013. (202) 447-6758. The 
Preliminary Regulatory Impact Analysis 
describing the options considered in 
developing these proposed 
determinations and the impact of 
implementing each option is available 
from the above-named individual. 
supplementary information: These 
proposed determinations have been 
reviewed under USDA procedures 
established in accordance with 
Executive Order 12291 and 
Departmental Regulation 1512-1 and 
Have been classified "not major." 

These determinations will not result 
tm (l) An annual effect on the economy 
of $100 million or more; (2) major 


increases in costs or prices for 
consumers, indiyidual industries. 

Federal. State, or local government 
agencies or geographic regions; or (3) 
significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or on the 
ability of U.S.-based enterprises to 
compete with foreign-based enterprises 
in domestic or export markets. 

The title and number of the federal 
assistance program to which these 
proposed determinations apply are: 

Title—Commodity Loans and Purchases; 
Number—10-051 as found in the catalog 
of Federal Domestic Assistance. 

It has been determined that the 
Regulatory Flexibility Act is not 
applicable to this notice of proposed 
determinations since the Commodity 
Credit Corporation (CCC) is not required 
by 5 U.S.C. 553 or any other provision of 
law to publish a notice of proposed 
rulemaking with respect to the subject 
matter of this notice. 

This activity is not subject to 
provisions of Executive Order 12372 
which requires intergovernmental 
consultation with State and local 
officials. See the Notice related to 7 CFR 
Part 3015, Subpart V. published at 48 FR 
29115 (June 24.1983). 

The comment period is limited to 30 
days in order that there may be 
adequate time to prepare an analysis of 
all comments received and publish a 
Notice of Final Determinations by April 
l t 1985—the beginning of the 1985 honey 
marketing year. 

Section 201(b) of the Agricultural Act 
of 1949, as amended (hereinafter 
referred to as "the Act"), requires that 
the Secretary of Agriculture make 
available through loans, purchases, or 
other operations, price support to 
producers of honey at a level which is 
not in excess of 90 percent nor less than 
GO percent of the parity price thereof. 
With respect to a commodity for which 
price support is mandatory, section 
401(b) of the Act requires that 
consideration must be given to the 
following factors in determining a level 
of price support which is in excess of the 
minimum level otherwise prescribed by 
statute: (1) The supply of the commodity 
in relation to the demand therefor, (2) 
the price levels at which other 
commodities are being supported. (3) the 
availability of funds. (4) the perishability 
of the commodity, (5) the importance of 
the commodity to agriculture and the 


national economy. (6) the ability to 
dispose of stocks acquired through the 
price support program. (7) the need for 
offsetting temporary losses of export 
markets, and (8) the ability and 
willingness of producers to keep 
supplies in line with demand. 

Also, in accordance with section 403 
of the Act, the loan rate and purchase 
price for the 1985-crop of honey will be 
adjusted to reflect floral source, color, 
class and grade, and other market 
differentials which are applicable to the 
marketing of honey. 

The projection for honey production in 
1985. with a level of support at the 
minimum statutory level, is 205 million 
pounds (from 4.450,000 colonies). This is 
40 million pounds more than the 
estimated amount of honey produced in 
the 1984 crop year and the same level of 
production achieved in 1983. Imports of 
honey in 1934 ore expected to reach 130 
million pounds. 20 million pounds more 
than the quantity imported in 1983. 
Imports in 1985 arc projected to reach 
130 million pounds. Domestic 
production, imports, and large CCC 
stocks, are expected to result in total 
supply of honey in the U.S. for 1985 of 
500.4 million pounds. 

Domestic disappearance for the 1979 
to 1981 crop years averaged 247 million 
pounds per year. Disappearance levels 
beginning with the 1981 crop year have 
been rising due to the added disposition 
of CCC inventories through non¬ 
commercial outlets while commercial 
disappearance has been declining. As of 
December 1.1884, there were 
approximately 80.9 million pounds of 
honey in CCC inventory left from the 115 
million pounds which were acquired 
under the price support program from 
the 1983 crop. The market price for 
honey has lagged behind the price 
support increases with the market price 
declining from 54.4 cents per pound in 
1983 to 49.5 cents per pound on a bulk, 
extracted, wholesale, unprocessed basis 
in 1984. 

The level of price support for the 1984 
crop of honey was established at GO 
percent of parity or 65.8 cents per pound. 
Establishing a level of support in excess 
of 60 percent of parity for the 1985 crop 
would result in support prices 
continuing well above projected market 
prices, thus increasing the amount of 
CCC acquisitions of honey stocks. It is. 
therefore, proposed that the level of 












7360 


Federal Register / Vol. 50, No. 36 / Friday. February 22, I9B5 / Notices 


support for the 1985 crop of honey be 
established at 80 percent of parity. 

Accordingly, the following proposed 
determinations with respect to 1985-crop 
honey are to be made by the Secretary: 

Proposed Determinations 

It is proposed that the loan rate and 
purchasing price for 1985-crop honey, 
which is based on 60 percent of purity, 
will be approximately 65.8 cents per 
pound. In addition, it is proposed that 
the 1905-crop honey loan rate and 
purchase price will be adjusted to reflect 
floral source, color, class and grade, and 
cither market differentials under which 
honey is marketed. 

Comments on the appropriate level of 
price support and the appropriate 
market differentials for 1985-crop honey 
are requested. 

Consideration will be given to any 
data, views and recohunendalions that 
may be received relating to the above 
items. All comments will be made 
available for public inspection in room 
3741 of USDA*a South Building during 
business hours (8:00 u.m. to 4:30 p.m.). 

Signed at Washington. D.C. oo February IS. 
1*85 # 

Everett Rank. 

EmxmHvc Vivo President Commodity Crwdto 
Corporation. 

{HR Hoc. RV430U Filed 2-21-85 &4S am| 

BILLING COO€ 3410-06-N 


Forest Service 

Pacific Crest National Scenic Trait 
Advisory Council, Northern California 
Subcommittee; Meeting 

The Northern California 
Subcommittee of die Pacific Crest 
National Scenic Trail Advisory Council 
will meet on April 5.1985. at the 
Oroville Ranger Station. 875 Mitchell 
Avenue. Oroville. The meeting will 
begin at 10:00 a m. 

The purpose of the meeting is to 
discuss and develop recommendations 
for the Advisory Council and Secretary 
of Agriculture on broad questions of 
policy, programs, and procedures 
affecting the Northern California portion 
of the Pacific Crest Trail. Th«? 
Subcommittee w ill discuss trail location 
and completion 9tatus near Belden, 
California, water along the lint Creek 
Rim. and final rights-of-ways needed to 
complete (he trail in northern California. 

The meeting will be open to the 
pubtic. Persons who wish additional 
information should contact Dick 
Benjamin. Recreation Staff Director. 
Pacific Southwest Region. Forest 
Service. 639 Sansome Street. San 


Francisco. California, phone (415) 556- 
6966. 

Dated: (unuary 20.1985 

Zona (5. Smith. |r.. 

Chairman. 

|FK Doc. 85-4244 Filed 2-21-85; 8 45 am) 

BILLING COOt 34KM1-M 

Rural Electrification Administration 

Intent To Conduct Public Scoping 
Meetings and Prepare an 
Environmental Assessment 

agency: Rural Electrification 
Administration, USDA. 
action: Notice of Intent to Conduct 
Public Scoping Meetings and Prepare an 
Environmental Assessment. 

summary: The Rural Electrification 
Administration (REA) intends to 
conduct scoping meetings and prepare 
an Environmental Assessment (EA) in 
connection with possible REA financing 
assistance to Associated Electric 
Cooperative. Inc. (AECI). Springfield. 
Missouri. Due to AECI policy. KAMO 
Electric Cooperative. Inc. (KAMO). 
Vinita, Oklahoma, a member of AECI, 
has been designated as construction 
agent for AF^Cl. The project which is 
located within KAMO‘s service area 
consists of the construction and 
operation of a 345 kV transmission line 
that would extend approximately 225 
km (140 mi) from the Arkansas-Missouri 
line north to the Morgan Substation of 
AECI. Depending upon the corridor 
selected, ihe transmission line may be 
located in the following counties: Barry, 
Christian. Dade. Greene, jasper. 
Lawrence. McDonald, Newton, Polk and 
Stone. 

dates: REA will conduct public scoping 
meetings as follows: 

March 28,1985—Republic Mid-School 
Cafeteria. 518 North Hampton. 
Republic, Missouri 65738, at 7:30 p.m. 
March 27,1985—Cassvilte High School 
Gymnasium. Cassville. Missouri 
65625. at 7:30 p.m. 

ADDRESS: All interested parties are 
invited to submit written comments to 
REA prior lo. at. or within 30 days after 
the scoping meetings in order for the 
comments to be part of the formal 
record. Comments should be sent to Mr. 
Alexander E. Sherman. Chief, 
Distribution and Transmission 
Engineering Branch. Southwest Area- 
Electric. U.S. Department of Agriculture. 
Rural Electrification Administration. 
Room 0009. South Agriculture Building. 
Washington. D.C 20250. 

FOR FURTHER INFORMATION CONTACT! 

Mr Alexander E. Sherman. Southwest 


Area-Electric, above bddress. telephone 
(202) 382-1915, or FTS 382-1915. or Ms. 
Robbie Dockery, KAMO Electric 
Cooperative. Inc.. P.O. Box 577, Vinita. 
Oklahoma 74301. telephone (918) 256- 
5551. 

SUPPLEMENTARY INFORMATION: REA, in 
order to meet its requirements under thi* 
National Environmental Policy Act 
(NEPA) of 1969. the Council on 
Environmental Quality Regulations (40 
CFR Part 1500) and REA Environmental 
Policies and Procedures (7 CFR Part 
1794). intends to conduct public tropin}? 
meetings and prepare an Environment.>1 
Assessment. This notice is in connection 
with possible RF.A financing assistance 
to AECI for the construction and 
operation of a 345-kV transmission tine 
to be located in southwestern Missouri 

The proposed project is part of a 
larger system which will include 
interconnections between five utilities in 
Oklahoma. Arkansas and Missouri. This 
phase will connect with 345-kV 
transmission lines, the Flint Creek 
Power Plant in Barton County, 
Arkansas, owned by Southwestern 
Electric Power Company (SWEPCO). a 
proposed 345/161 kV substation near 
Monett. Missouri, owned by Empire 
District Electric Company, the 345/161 
kV Brookline Substation near 
Springfield. Missouri, owned by City 
Utilities of Springfield, to the 345-kV 
Morgan Substation in Dade County, 
Missouri. owned«by AECI. SWEPCO if 
responsible for obtaining project related 
approvals in the state of Arkansas. 

Alternatives to be considered by REA 
Include, among other options: (1) No 
action: (2) wheeling agreements; (3) 
energy conservation and load 
management: (4) alternative substation 
sites; and (5) alternative corridors. 

The public scoping meetings, to be 
conducted by a represntative of REA. 
will be held to solicit public input and 
comments including but not limited to. 
the nature of the proposed project, its 
possible location, alternatives, and any 
significant issues and environmental 
concerns that should be addressed in 
the EA. Requests for additional 
information concerning the scoping 
meetings may be directed to either REA 
or KAMO at the addresses shown 
above. Copies of the Macro-Corridor 
Study arc available for public review at 
the offices of REA, KAMO, and the 
other project participants. 

Any REA financing assistance lo 
AECI will be subject to and contingent 
upon reaching satisfactory conclusions 
w ith respect to the environmental 
effects of the project, and final action 
will be taken only after compliance wnb 
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environmental procedures required by 
NKPA have been satisfied. 

This program is listed in the Catalog 
of Federal Domestic Assistance as 
tn 850-Rural Electrification Loans and 
Loan Guarantees. 

Dated: February IS. 1985. 

Harold V. Hunter. 

,-l» Inn mstm tor. 

|KK Doc a5-4336 Filed 2-21 -85; a45 um| 

b unto cooc mio-is-m 


Soil Conservation Service 

Productivity Improvement Review List 
and Estimated Dates for Beginning 

Studies 

agency: Soil Conservation Service 
(SCSI. USD A. 

action: Notice of intent to conduct 
productivity improvement reviews under 
the guidelines set forth in OMB Circular 

No. A-7B. 

summary: This notice provides 
locutions and protected dates for 
starting productivity improvement 
studies within SCS during 1985. 


r +> Croftn w Art* 

Mai and IM-~_,_ __ IM* 10*5 

twontonm -- {Oct 19*5 

tHiV! (? CokMrfy * 50 fUtoi and C*fl6 

*■*» Anm 

t'artnf--- Ju* 10*5 

Srnifemp. -jlNr 10*5 

FOR FURTHER INFORMATION CONTACT: 

W.|. Parker. Director, Productivity 
Improvement Program. Soil 
Conservation Serv ice. Department of 
Agriculture, P.O. Box 2890. Room 6019- 
S, Washington. D.C. 20013. 

SUPPLEMENTARY INFORMATION: Review* 

will be conducted under the guidelines 
of OMB Circular No. A-76, Performance 
of Commercial Activities. Some of the 
listed activities may be evaluated In 
subunits or combined with other units 
for review. This is a notu e of intent only 
and not a request for proposals. 

Dntird: February 14.1985. 

I.i< purlin* G. Sutton, 

Associate Deputy Chief for Administration. 
IFR Doc. 65-4337 Filed 2-21-65; 6:45 am) 
BUYING COOC 9410-10-41 


Dunloup Creek Watershed, WV; 
Deauthorization of Federal Funding 

agency: Soil Conservation Service. 

USD A. 

action: Deauthorization of Federal 

funding. 


summary: Pursuant to the Watershed 
Protection and Flood Prevention Act. 
Pub. L 83-566, and the Soil 
Conservation Service Guidelines (7 CFR 
Part 622): the Soil Conservation Service. 
U.S. Department of Agriculture, gives 
notice of the deauthorization of Federal 
funding for the Dunloup Creek 
Watershed project, Fayette and Raleigh 
Counties. W'est Virginia. 

FOR FURTHER INFORMATION CONTACT*. 
RolUn N. Swank. State Conservationist, 
Soil Conservation Service. 75 High 
Street. Room 301. Morgantown, West 
Virginia. 26505. telephone: 304-291-4151. 

(Catalog of Federal Domestic Assistance 
Program No. 10.904. Watershed Protection 
and Flood Prevention. State and local review 
procedures for Federal and federally assisted 
programs and projects are applicable) 

Dated: February 14.1965. 

Rotlin N. Swank, 

State Conservationist. 

|FR Doc 85-4396 Filed 2-21-85: 6:45 *m| 

BUl'NC COOC S410-1S-M 


Applesway Drive RC&D Measure, Ohio; 
Finding of No Significant Impact 

agency: Soil Conservation Service. 

USD A. 

action: Notice of Finding of No 
Significant Impact. 

summary: Pursuant to section 102(2)(C) 
of the National Environmental Policy 
Act of 1969; the Council on 
Environmental Quality Guidelines (40 
CFR Part 1500): and the Soil 
Conservation Service Guidelines (7 CFR 
Part 650); the Soil Conservation Service, 
U.S. Department of Agriculture, gives 
notice that an environmental impact 
statement is not being prepared for the 
Applesway Drive RCAD Measure. 
Columbiana County, Ohio. 

FOR FURTHER INFORMATION 
CONTACT. Harry W. Oneth. State 
Conservationist, Soil Conservation 
Service. Federal Building, 200 North 
High Street. Room 522, Columbus. Ohio 
43215, telephone: (614M&9-G962. 
SUPPLEMENTARY INFORMATION: the 

environmental assessment of this 
federally assisted action indicates that 
the project will not causp significant 
local, regional, or national impacts on 
the environment As a result of these 
findings. Harry W. Oneth. State 
Conservationist has determined that the 
preparation and review of un 
environmental impact statement are not 
needed for this project 
This measure concerns a plun for 
flood prevention and drainage 
improvements in a rural subdivision and 
on agricultural land near Applesway 


Dnve. Planned works of improvement 
include a grassed waterway, grade 
stabilization structure, culverts and 
open drains. 

The Notice of Finding of No 
Significant Impact (FONS1) has been 
forwarded to the Environmental 
Protection Agency and to various 
federal, state, and local agencies and 
interested parties. A limited number of 
copies gf the FONS! are available to fill 
single copy requests at the above 
address. Basic data developed during 
the environmental assessment are on 
file and may be reviewed by contacting 
Harry W. Oneth. 

No administrative action on 
implementation of the proposal wifi be 
taken until 30 days after the date of this 
publication. 

(Catalog of Federal Domestic Assistance 
Program No. 10.901. Resource Conservation 
and Development Program. Office of 
Management and Budget Circular A-95 
regarding slate and local clearinghouse 
review- of federal and federally assisted 
programs and projects Is applicable) 
February 14,1985 
Harry W. Oneth. 

State Conservationist. 

|FR Doc. 85-4342 Filed 2-21-85: 8:45 am) 

BILLING COOC 9410- tS-M 


CIVIL RIGHTS COMMISSION 

Georgia Advisory Committee; 
Amendment 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights 
that a meeting of the Advisory 
Committee to the Commission originally 
scheduled for March 7.1985, at Atlanta. 
Georgia (FR Doc. 85-3917 on page 8370. 
February 15.1985) has a new convening 
date and room. 

The meeting will convene on March 8. 
1985. in the Twelve Oaks Room. The 
address and time will remain the same. 

Dated at Washington, D.C February 19. 
1985. 

Bert Silver. 

.Assistant Staff Director for Regional 
Program*. 

|FR Doc. 85-4426 Hied 2-21-85: 8:45 *m| 
Billing COOC CttS-Oi-M 


DEPARTMENT OF COMMERCE 

International Trade Administration 

Export Trade Certificate of Review; 
Global Operations Co. 

agency: International Trade 
Administration. Commerce. 
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action: Notice of Issuance of an export 
trade certificate of review. 


summary: The Department of 
Commerce has issued an export trade 
certificate of review to Global 
Operations Co. ("Global"). This notice 
summarizes the conduct for which 
certification has been granted. 

ADDRESS: The Department requests 
public comments on the certificate. 
Interested parties should submit their 
written comments, original and five (5) 
copies, to: Office of Export Trading 
Company Affairs, International Trade 
Administration, Department of 
Commerce, Room 5618, Washington DC 
20230. 

Comments should refer to the 
certificate as "Export Trade Certificate 
of Review, application number 84- 
00035." 

FOR FURTHER INFORMATION CONTACT: 

James V. Lacy. Director, Office of Export 
Trading Company Affairs, International 
Trade Administration, 202-377-5131. 
This is not a toll-free number. 

SUPPLEMENTARY INFORMATION: Title III 
of the Export Trading Company Act of 
1982 {"the Act") (Pub. L 97-290) 
authorizes the Secretary of Commerce to 
issue export trade certificates of review. 
The regulations implementing the Act 
are found at 15 CFR part 325 (50 FR 1604. 
January 11,1965). 

The Office of Export Trading 
Company Affairs is issuing this notice 
pursuant to 15 CFR 325.5(b), which 
requires the Secretary of Commerce to 
publish in the Federal Register a 
summary of each certificate issued. 
Under Section 305(a) of the Act and 15 
CFR 325.11(a). any person aggrieved by 
the Secretary's determination may. 
within 30 days of the date of this notice, 
bring an action in any appropriate 
district court of the United States to set 
aside the determination on the ground 
that the determination is erroneous. 

Description of Certified Conduct 

Export Trade 

Trade Facilitation Sendees (os they 
relate to the export of goods and 
services), Total intcrmodal 
transportation services, non-vessel- 
operating common carrier services, 
freight forwarding, contracting or 
arranging for the provision of freight 
forwarding, customhouse brokerage in 
the Export Markets, market and project 
research, sales promotion, analysis of 
transportation requirements, financing 
of cargoes, packing and crating, 
issuance of marine insurance, 
warehousing abroad ("Services"). 


Export Markets 

The Export Markets include all parts 
of the world except the United States 
(the fifty states of the United States, the 
District of Columbia, the 
Commonwealth of Puerto Rico, the 
Virgin Islands, American Samoa. Guam, 
the Commonwealth of the Northern 
Mariana Islands, and the Trust Territory 
of the Pacific Islands). 

Export Trade Activities and Methods of 
Operation 

1. Global may provide Services itself 
or through sny of its Members. 

2. Global may enter into nonexclusive 
and/or exclusive agreements to provide 
Services for persons engaged in 
exporting. "Exclusive" means that that 
person agrees not to purchase Services' 
from anyone except Global. 

3. Global may enter into nonexclusive 
and/or exclusive agreements with 
individual Export Intermediaries for the 
provision of Services. "Exclusive" 
means that (a) Global agrees to deal in 
Services only through the Export 
Intermediary: and/or (b) the Export 
Intermediary agrees not to deal in 
Services with anyone except Global 

Members 

William F. Bosque, (d/b/a J. E. 
Lowdcn & Company), Ted L Rausch. 
Ted L Rausch Co. (a California 
corporation), and Poseidon Freight 
Forwarders, Inc. (a California 
corporation). 

A copy of each certificate is available 
for inspection and copying in the 
International Trade Administration’s 
Freedom of Information Records 
Inspection Facility, Room 4102, U.S. 
Department of Commerce, 14th Street 
and Constitution Avenue NW., 
Washington, DC 20230. 

Dated: February 19.1985. 

Richard H. Shay; 

Acting General Counsel. 

(FR Doc. 85—4448 Filed 2-21-65; 8:45 am) 

MLUNO COOE 3510-DR-M 


Decision on Application for Duty-Free 
Entry of Scientific Instrument; the 
Regents of the University of California 

This decision is made pursuant to 
Section 8(c) of the Educational. 
Scientific, and Cultural Materials 
Importation Act of 1966 (Pub. L. 89-651. 
80 Stat. 897; 15 CFR Part 301). Related 
records can be viewed between 8:30 am 
and 5:00 pm in Room 1523, U.S. 
Department of Commerce, 14th and 
Constitution Avenue NW., Washington. 
DC. 


Docket No. 84-255. Applicant: The 
Regents of the University of California, 
Riverside, CA 92521. Instrument: Root 
Length Scanner. Manufacturer 
Commonwealth Aircraft Corporation, 
Ltd.. Australia. Intended use: See notice 
at 49 FR 35187. 

Comments: None received. 

Decision: Approved. No instrument of 
equivalent scientific value to the foreign 
instrument, for such purposes as it is 
intended to be used, is being 
manufactured in the United States. 

Reasons: The foreign instrument 
optically scans and provides a digital 
readout measurement of sample root 
lengths for diameters of 0.1 to 5 0 
millimeters with a typical accuracy of 
±5.0 percent for lengths of 15 to GO 
meters. The National Institutes of Health 
advises in its memorandum dated 
December 18,1984 that (1) the capability 
of the foreign instrument described 
above is pertinent to the applicant's 
intended purpose and (2) it knows of no 
domestic instrument or apparatus of 
equivalent scientific value to the foreign 
instrument for the applicant's intended 
use. 

We know of no other instrument or 
apparatus of equivalent scientific value 
to the foreign instrument which is being 
manufactured in the United States. 

(Catalog of Federal Domestic Assistant 
Program No. 11.105. Importation of Duty-Five 
Educational and Scientific Materials) 

Frank VV. Creel. 

Acting Director, Statutory Import Programs 

Staff. 

[FR Doc 85-4430 Filed 2-21-85; 8:45 am) 

MLINO COOt 3510-05-41 


Applications for Duty-Free Entry of 
Scientific Instruments; University of 
Southern California, et al. 

Pursuant to Section 6(c) of the 
Educational, Scientific and Cultural 
Materials Importation Act of 1966 (Pub. 
L 89-651; 80 Stat. 897; 15 CFR Part 301). 
we Invite comments on the question of 
whether instruments of equivalent 
scientific value, for the proposes for 
which the instruments shown below are 
intended to be used, are being 
manufactured in the United States. 

Comments must comply with 
Subsections 301.5(a) (3) and (4) of the 
regulations and be filed within 20 days 
with the Statutory Import Programs 
Staff. U.S. Department of Commerce. 
Washington, D.C. 20230. Applications 
may be examined between 8:30 a m. and 
5:00 p.m. in Room 1523, U.S. Department 
of Commerce. 14th and Constitution 
Avenue NW., Washington. D.C. 
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Docket No. 84-149. Applicant: 
University of Southern California. 

School of Medicine. Norris Cancer 
Hospital A Research Institute (Room 
746). Los Angeles. CA 90033. Instrument: 
137 Caesium Irradiator System. Model 
Gamma Cell 40. Manufacturer: Atomic 
Energy of Canada. LtcL, Canada. 

Intended use: irradiation of animals and 
live tissue. Animals will be irradiated in 
order to inhibit the growth of tumors in 
concer research or in order to 
selectively eliminate all or part of the 
immune system, more precisely the 
white blood cells or lymphocytes which 
are involved in protecting the organism 
against microbial infections and the 
growth of tumor cells. The overall aim of 
these studies is to analyze which part of 
the mmune system is responsible for 
the elimination of tumors or microbial 
agents such as viruses, bacteria or 
parasites. Tissue from animals or 
humans which is subsequently being 
used in tissue culture will be irradiated 
in order to eliminate its ability to 
proliferate in culture while keeping it 
alive for a certain period of time. Again, 
the aim here is to study at this time in 
vitro , i.e„ in tissue culture, how the 
immune system reacts to tumor or other 
ceil types and to elucidate whut the 
specific mechanisms of this reaction 
may be. The instrument will be used for 
formal course work involving 
undergraduate students and informal 
work involving students and 
postdoctoral fellows. Application 
received by Commissioner of Customs: 
March 22.1984. 

Docket No. 85-085. Applicant: USDA- 
ARS, Appalachian Fruit Research 
Station. Route 2, Box 45. Keameysville. 
WV 25430. instrument: Electron 
Microscope, Model H-800-2 with 
Accessories. Manufacturer. Nissei 
Sangyo America. Ltd., Japan. Intended 
use: Basic research on deciduous fruit 
trees to determine information on the 
nature of plant pathogens, host/parasite 
interactions, and freeze damage to 
plants. Application received by 
Commissioner of Customs: January 17, 
1985. 

Docket No. 85-078. Applicant: The 
Institute for Cancer Research. 7701 
Burholme Avenue, Philadelphia. PA 
19111. Instrument: Electron Microscope. 
Model EM 420T and Accessories. 
Manufacturer. N.V. Philips, The 
Netherlands. Intended use: Analysis of 
nucleic acid structures and subviral 
particles of duck hepatitis virus as well 
as for monitoring and checking the 
purity of various kinds of preparations. 
*n addition, the following investigations 
"ill be conducted: 


(1) Structure of the RNA/DNA 
replication intermediates of the minus 
strand duck hepatitis virus (DHBV) 

DNA. 

(2) Mapping of DHBV m-RNA‘s by 
electron microscopy. 

(3) Characterization of proteins and 
enzyme activities in DHBV replicative 
complexes. 

(4) Intracellular location of the sites of 
assembly of DHBV particles. 

(5) Examination of viral assembly in 
duck hepatocyte cultures. 

(6) Exploration of the behavior of 
virions during adsorption to the host 
cell. 

(7) Periplasmic space studies. 

(6) Studies of the chromosome 

arrangement in gram-negative bacteria. 

(fi) Characterization of cell surface 
domains by immuno-electron 
microscopy. 

(10) Studies of susceptibility and 
response of humans to oncogenic agents. 
Application received by Commission of 
Customs: January 4.1985. 

Docket No. 85-078 Applicant: 
Massachusetts Institute of Technology. 
Building 18-390, 77 Massachusetts 
Avenue, Cambridge, MA 02139. 
Instrument: Automatic Recording 
Spectropolarimeter System, Model J- 
500C and Accessories. Manufacturer 
Japan Spectroscopic Co.. Ltd., Japan, 
intended use: Studies of DNA. inorganic 
complexes, and enzymes containing * 
metals. Experiments will be conducted 
to obtain circular dichroism spectra of 
the macromolecules and complexes with 
the following objectives: 

(1) To develop quantitative methods 
of assessing the structure of DNA and 
inorganic complexes. 

(2) To study subtle changes of the 
environment of metals in proteins. 

(3) To study the mechanism of 
structure changes when metals bind 
DNA and enzymes. 

(4) To compare predicted and 
experimental structures of polymers in 
various environments. Application 
received by Commissioner of Customs: 
January 29.1985. 

Docket No. 85-081. Applicant: 
University of Wyoming. Department of 
Animal Science. Box 3354. University 
Station, Laramie. WY 82071. Instrument: 
Portable Sonic Woo! Fineness Tester. 
Model CSIRO, Model B. Manufacturer: 
Paton Industries Pty.. Ltd., Australia. 
Intended use: Measurement of wool 
fiber diameter. Comparisons of wool 
fiber diameter measures by sonic versus 
established air-flow and microprojection 
procedures will be done In a search for a 
more rapid, yet accurate, method of 
measuring average fiber diameter of 
wool samples. Applicant received by 


Commissioner of Customs: January 2a 
1965. 

Docket No. 85-082. Applicant: Coltege 
of William and Mary. Biology 
Department. Williamsburg. VA 23185. 
Instrument: Electron Microscope. Model 
EM 109 with Accessories. Manufacturer 
Carl Zeiss, West Germany. Intended 
use: The instrument will be used in 
studies of (1) red algal cell division and 
reproductive differentiation. (2) 
respiratory and osmoregulatory 
physiology of invertebrates and (3) 
osmoregulatory organs and genital 
papillae of astigmatid mites. The 
instrument will also be used for teaching 
electron microscopy techniques. 
Application received by Commissioner 
of Customs: February 1.1985. 

(Catalog of Federal Domestic Assistance 
Program No. 11.105, Importation of Duty-Free 
educational and Scientific Materials) 

Frank W Creel. 

Acting Director: Statutory Import Programs 
Staff. 

(FR Doc 85-4428 Filed 2-21 -85: 8:45 am| 
SWUNG COOf SSIO-OS-M 


Decision on Application for Duty-Free 
Entry of Scientific Instrument; 
Vanderbilt University 

This decision is made pursuant to 
Section 6(c) of the Educational. 
Scientific, and Cultural Materials 
Importation Act of 1966 (Pub. L 89-651, 
80 Stat. 897:15 CFR Part 301). Related 
records can be viewed between 8:30 AM 
and 5:00 PM in Room 1523, U.S. 
Department of Commerce. 14th and 
Constitution Avenue NW„ Washington, 
DC. 

Docket No. 84-88R. Applicant: 
Vanderbilt University, Nashville. TN 
37232. Instrument: Mass Spectrometer/ 
Data System. Model 70/250. Original 
notice of this resubmitted application 
was published in the Federal Register of 
March 5.1984. 

Comments: None received. 

Decision: Approved No instrument of 
equivalent scientific value to the foreign 
instrument for such purposes as it is 
intended to be used, is being 
manufactured in the United States. 

Reasons: The foreign instrument is 
capable of measuring high mass; 2600 
atomic mass units at 6000 volts, and 15 
GOO at 1000 volts. The National Institutes 
of Health advises in its memorandum 
dated December 10,1984 that (1) the 
capability of the foreign instrument 
described above is pertinent to the 
applicant’s intended purpose and (2) it 
knows of no domestic instrument or 
apparatus of equivalent scientific value 
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to the foreign instrument for the 
ipplicanfs intended use. 

We know of no other instrument or 
apparatus of equivalent scientific value 
to the foreign instrument which is being 
manufactured in the United States. 

(Catalog of Federal Domestic Assistance 
Program No. 11.105, Importation of Duty-Free 
Educational end Scientific Materials) 

Frank W. Creel. 

Acting Dimeter. Statutory Import Programs 
Staff. 

|FR Doc 85-1429 Filed 2-21 -85: 8:45 um| 

OIL LING COOL 1510-OS U 


Minority Business Development 
Agency 

Decision on Petition Submitted by Ex* 
Felons for Designation as a Minority 
Group 

agency: Minority Business 
Development Agency (MBDA). 
action: Notice of decision. 

summary: MBDA received a petition 
requesting it to designate cx-felons as a 
socially or economically disadvantaged 
group whose members are eligible for 
MBDA assistance. This notice 
announces denial of that request. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Herbert S. Becker. Assistant 
Director for Advocacy, Research & 
Information. Department of Commerce. 
Minority Business Development Agency, 
Room 5709. Washington, D.C 20230. 
Telephone 377-3163. 

SUPPLEMENTARY INFORMATION: MBDA 
issued a regulation at 15 CFR Part 1400 
for determination of group eligibility for 
MBDA assistance. (See 49 FR 42697). 
The purpose of this regulation is to 
provide procedures through which 
groups not previously designated can 
establish their social or economic 
disadvantage 

In accordance with these regulations, 
u petition was submitted on behalf of all 
ex-felons, requesting this Agency to 
designate them as a socially or 
economically disadvantaged group 
whose members are eligible for MBDA 
assistance. Receipt of this petition by 
MBDA was published in the Federal 
Register and interested persons were 
invited to submit comments through 
December 31. 1984. (See FR 46023). 

The Agency received fifteen 
comments on the petition, ten in favor of 
it and five opposed to it. Those in favor 
of the petition cited the difficulties 
which ex-felons have in obtaining 
employment and the lack of Government 
assistance available to ex-felons upon 
their release from prison as justification 
for granting minority status to the group. 


Those opposing the petition relied 
upon several factors to support their 
decision. First, they point out that ex¬ 
felons voluntarily committed crimes. 

The criminal record which results from 
those voluntary acts is what makes it 
difficult for them to succeed in the 
business world. They argue that 
Executive Order 11625 (E.0.11625) 
should be interpreted to restrict 
participation in MBDA programs to 
people who have done nothing to bring 
about their social or economic 
disadvantage. Second, they argue that a 
criminal should not stand to benefit 
from his crimes. If this petition were 
granted, persons not previously eligible 
to receive MBDA assistance would 
become eligible to receive a Government 
benefit solely because they had 
committed a felony. Finally, the 
designation would stigmatize those 
groups already recognized by MBDA. 

Having considered the evidence 
submitted by the petitioners and the 
comments which the Agency received, 
the Director of MBDA has decided to 
deny the petition. His determination 
follows. 

Determination 

The Minority Business Development 
Agency issued a regulation at 15 CFR 
Part 1400 for determination of group 
eligibility for MBDA assistance. In 
accgrdance with these regulations, a 
petition was submitted on behalf of all 
ex-felons, requesting this Agency to 
designate them as a socially or 
economically disadvantaged group 
whose members are eligible for MBDA 
assistance. 

This petition is denied for two 
reasons. First, the regulation requires 
that social or economic disadvantage be 
proven by a preponderance of the 
evidence. Petitioner has not met that 
burden of proof. Second, even assuming 
that adequate evidence had been 
submitted by petitioner, the designation 
should not be granted because MBDA 
programs were meant to benefit persons 
who have done nothing to bring about 
their social or economic disadvantage. 
Ex-felons have voluntarily committed 
crimes and their hardships in business 
are the direct result of their criminal 
activity. 

The evidence which has been 
presented to MBDA in support of this 
petition is insufficient to sustain a 
designation of social or economic 
disadvantage. Section 1400.4 of the 
regulation requires that social or 
economic disadvantage be established 
by a preponderance of the evidence. 

This means that it must be more likely 
than not that the individual suffers 
social or economic disadvantage as a 


result of his membership in the group 
Section 1400.4 of the regulation also lists 
the types of evidence which MBDA will 
consider in assessing social or economic 
disadvantage. 

The only evidence which MBDA 
received in favor of this petition was six 
letters by current inmates stating that 
they were disadvantaged and one 
newpnper article on female inmates and 
a work release program. The statement 
of six class members, in the absence of 
any kind of supporting documentation, 
does not meet petitioner's burden of 
proof. Accordingly, there is insufficient 
evidence upon which to base a 
determination of social or economic 
disadvantage. 

Even if adequate evidence of 
disadvantage had been presented. 
MBDA still could not grant minority 
status to ex-felons. Executive Order 
11625 lists six groups whose members 
are considered socially or economically 
disadvantaged: Blacks. Puerto-Ricans. 
Spanish-speaking American, American 
Indians, Eskimos, and Aleuts. In 
addition to these six groups, the 
Department has designated three 
additional groups eligible to receive 
MBDA assistance: Chasidic |ews. Asian 
Pacific Americans, and Asian Indians 
All of these groups have one thing in 
common. Their members are 
discriminated against in business 
because of things they cannot control 
such as their physical appearance, their 
native language, their native customs or 
their family name. What is implicit in 
the Executive Order, then, is that the 
purpose of MBDA programs is to help 
these people overcome obstacles to 
business participation which they 
encounter because of characteristics 
over which they have no control. 

Ex-felons, on the other hand, have not 
established that the hardships which 
they encounter in the business world are 
due to similar factors. The members of 
this group have voluntarily committed 
serious crimes. They have created their 
own criminal records. Group members 
claim that those criminal records stand 
in the way of their business success. 
Since they have created those records 
voluntarily, they cannot claim that the 
disadvantage which results from their 
existence Is due to factors beyond their 
control. In keeping with the Executive 
Order and previous Departmental 
decisions, I have determined that MBDA 
should not grant ex-felons minority 
status. 

Accordingly, the petition submitted on 
behalf of all ex-felons requesting 
minority designation is denied. 
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Dated: February 15.19B5. 

H. Richardson Gonzales, 

Director* 

|FK Doc. 85-4406 Filed 2-21-85; 8:45 am) 
BH.UNQ COOC 351&-J1-M 


DEPARTMENT OF DEFENSE 

Department of the Air Force 

Acceptance of Group Application per 
Pub. L. 95-202 and DODD 1000.20 

Under the provisions of section 401 of 
Pub. L. 95-202 and DODD 1000.20. the 
DOD Civilian/Military Service Review 
Board has accepted an application on 
behalf of the personnel who served 
aboard Coast and Geodetic Survey 
Vessels during World War II. Persons 
with information or documentation 
pertinent to the determination of 
whether the service of this group was 
equivalent to active military service are 
encouraged to submit such information 
or documentation within 60 days to the 
DOD Civilian/Military Service Review 
Board. Secretary of the Air Force |SAF/ 
M1PC). Washington. DC, 20330-1440. For 
further information contact Lieutenant 
Colonel Michael J. Dandar. USAF. 202- 
692-1743. 

Norita C. Koritko, 

Air Farce Federal Register Liaison Officer 
IKK Doc, 85-4392 Filed 2-21-85; 8.45 ami 
BfUING COOS 3910-01-M 


Air Force Academy Board of Visitors; 

Meeting 

Pursuant to section 9355, Title 10, 
United States Code, the Air Force 
Academy Board of Visitors w ill meet at 
the Air Force Academy. Colorado 
Springs, Colorado, March 14-16.1985 
The purpose of the meeting is to 
consider morale and discipline, the 
curriculum, instruction, physical 
equipment, fiscal affairs, academic 
methods, and other matters relating to 
the Academy. 

A portion of the meeting will be open 
to the public on March 15.1985, from 
915 a.m. to 11:45 a.m. Other portions of 
this meeting will be closed to the public 
to discuss matters analogous to those 
hated in subsections (2), (4). and (6) of 
Action 552b(c). Title 5. United Stales 
Code. These closed sessions will 
include: Attendance at cadet classes 
and panel discussions with groups of 
cadets and military staff and faculty 
officers involving personal information 
and opinions, the disclosure of which 
would result in a clearly unwarranted 
invasion of personal privacy*, Closed 
sessions will also include executive 


sessions involving discussions of 
personal information, including 
fianancial information, and information 
relating solely to internal personnel 
rules and practices of the Board of 
Visitors and the Academy. Meeting 
sessions will be held in the 
Superintendent’s Conference Room. 
Harmon Hall, USAF Academy. 

In addition to the open meeting 
session, the public is welcome to attend 
a press conference scheduled for 11:15 
a.m. to 11:45 a.m. on March 16,1985. in 
the Falcon Room, USAF Academy 
Officers’ Open Mess. 

For further information, contact Major 
lames A. Steele, Headquarters, U.S. Air 
Force (MPPA). Washington. D.C. 20330. 
at(202)697-7116, 

Norita C. Koritko, 

Air Force Federal Register Liaison Officer. 
|FR Doc. 85-4393 Hied 2-21-85; 8:45 am) 

SILLING COOC 3910-0141 


USAF Scientific Advisory Board; Ad 
Hoc Committee on the Enhancement 
of Special Operations Forces; Meeting 

February 10,1985. 

The C a and ECM, Sensors and 
Navigation subcommittees of the USAF 
Scientific Advisory Board Ad Hoc 
Committee on Enhancement of Special 
Operations Forces will meet 16-19 
March at 8:00 a.m. to 5:00 p.m. at 
Hanscom AFB. MA. location to be 
determined. 

The purpose of the meeting will be to 
discuss Technology Projects and 
Systems programs relevant to Special 
Operations. The meeting concerns 
matters listed in Section 552b(c) of Title 
5. United States Code, specifically, 
subparagraphs (1) and (4) thereof and is 
closed to the public. 

For further information, contact the 
Scientific Advisory Board Secretariat at 
202-697-6404. 

Norita C. Koritko, 

Ak Force Federal Register Liaison Officer 
(FR Doc 85-4389 Filed 2-21-85; 8:45 am| 

BILLING COOC 3*10-0141 


USAF Scientific Advisory Board; Ad 
Hoc Committee on the Enhancement 
of Special Operations Forces; Meeting 

February 16,1965. 

The Weapons subcommittee of the 
USAF Scientific Advisory Board Ad Hoc 
Committee on Enhancement of Special 
Operations Forces will meet 16-19 
March at 8:00 a.m. to 5:00 p.m. at Eglin 
AKB. FL. lohnson Hall. 

The purpose of the meeting will be to 
discuss Technology Projects and 
Systems programs relevant to Special 


Operations. The meeting concerns 
matters listed in Section 552b(c) of Title 
5. United States Code, specifically, 
subparagraphs (1) and (4) thereof and is 
closed to the public. 

For further information, contact the 
Scientific Advisory Board Secretariat at 
202-697-8404. 

Norita C. Koritko. 

Air Force Federal Register Liaison Officer 
(FR Doc. 85-4391 Filed 2-21-85; 8 45 am| 

BILLING COOC 3910-0141 


USAF Scientific Advisory Board; 
Meeting 

February 13. 1985. 

The USAF Scientific Advisory Board's 
Engineering and Services Advisory 
Group will meet at the Pentagon, 
Washington. DC on March 21.1965. 

The purpose of the meeting will be a 
review of Engineering and Services’ 
worldwide responsibilities and the 
research and development program to 
meet Engineering and Services 
requirements. The meeting will convene 
from 9:00 a.m. to 5:00 p.m. 

The meeting concerns matters listed 
in Section 552b(c) of Title 5, United 
States Code, specifically subparagraph 
(1) thereof, and accordingly, will be 
closed to the public. 

For further information, contact the 
Scientific Advisory Board Secretariat at 
202-697-8845. 

Norito C. Koritko, 

Air Force Federal Register Liaison Officer. 
(FR Doc 85-4388 Filed 2-21-85; 8:45 am| 

BILLING COOC 391CMM-M 


USAF Scientific Advisory Board; Ad 
Hoc Committee on the Enhancement 
of Special Operations Forces; Meeting 

February 10,1965. 

The ECM, Sensors, and Navigation, 
and Weapons subcommittees of the 
USAF Scientific Advisory Board Ad I loc 
Committee on Enhancement of Special 
Operations Forces will meet 20 March at 
8:00 a.m. to 5:00 p.m. and 21 March at 
8:00 a.m. to 3:00 p.m. at Wright Patterson 
AFB, OH, location to be determined. 

The purpose of the meeting will be to 
discuss Technology Projects and 
Systems programs relevant to Special 
Operations. The meeting concerns 
matters listed in Section 552b(c) of Title 
5, United States Code, specifically, 
subparagraphs (1) and (4) thereof and is 
closed to the public. 
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For further information, contact the 
Scientific Advisory Board Secretariat at 
202-697-8404. 

Non la C Korilko. 

Air Force Federal Register Ijntson Officer 

|KK Doc 85-4390 Fifed 2-21-US: 8 45 um| 

billing coot 3*io-o*-n 


Corps of Engineers, Department of 
the Army 

Intent To Prepare a Draft 
Environmental Impact Statement 
,(DEIS) for a Department of the Army 
(DA) Regulatory Permit Action for 
Work In Conjunction With the 
Proposed Kuillma Resort Expansion 
Project, Kahuku. Oahu, HI 

agency: US. Army Corps of Engineers. 
Honolulu District. Pacific Ocean 
Division. DOD. 

action: Notice of intent to prepare a 
DEIS for regulatory permit action. 

summary: 

1. Description of the Proposed Action 

The Kuilima Development Company 
plans to expand the existing Kuilima 
Resort Complex. As part of the 
expansion, the company has applied for 
a Department of the Army permit 
requesting authorization to improve 
Punahoolapa Marsh, to realign an 
existing drainage channel, to improve 
two existing drainage channel outlets 
and to dredge sill from Kawela Bay. 
These activities require a Deportment of 
the Army permit under the authority of 
section 10. River and Harbor Act of 
1099. as amended, and section 404. 

Clean Water Act. as amended. 

The marsh improvements would 
create a waterbird sanctuary, and 
require the discharge of fill material into 
approximately 13.0 acres of wetlands 
along the fringe of the Punahoolapa 
Marsh and the construction of a 
concrete weir water control structure. 
Excavation in the marsh to create open 
water bodies and moats are not 
regulated by the Department of the 
Army permit. Upon completion, the 
sanctuary w ould have 6.2 acres of new 
marshlands, up to 35 acres of open 
water and 1.4 acres of man-made 
islands. A 10-foot wide moat and a 6- 
foot high chain link fence will encircle 
the Marsh and prevent predators from 
entering the sanctuary. Vegetation will 
be provided to shield the birds from 
human activities. A walkway and 
observation facility will allow bird 
watching activities. The concrete wier 
will control marsh water levels and 
prevent seawater infiltration into the 
marsh. 


One drainage channel would be 
modified to divert a major portion of the 
Kawela Stream discharge from Kawela 
Bay to Turtle Bay Two drainage outlet 
modifications are proposed. The new 
drainage outlet together with 
improvements to another existing 
drainage outlet require excavation 
below the mean high water line. The 
outlet structures would have bottom 
widths of 75 and 100 feet. 

To improve the shoreline and offshore 
conditions in Kawela Bay. the applicant 
plans to remove the stream deposited 
silt from the bay. The excavated 
material will be disposed of on the 
applicant's upland properties. 

2. Description or Reasonable 
Alternatives 

The alternatives which may be 
included in the draft environmental 
impact statement include: 

a. No Action. 

b. Reduction in the scope of work 
including one or more of the following: 
Limiting the number of actions 

requested by the permit 
Reducing the scope of the project 
Eliminating the need for fill in the 

wetland 

Eliminating the need for outlet and 

channel improvements 
Eliminating the need to dredge Kawela 

Bay. 

c. Reasonable and practicable 
alternatives that can be undertaken by 
the applicant alone. 

d. Reasonable and practicable 
alternatives that can be instituted by 
some other government agency and 
private party. 

3. Scoping Process for the DEIS 

a. The public and affected Federal 
State and local agencies, and other 
interested private organizations and 
parties are invited to comment on or 
identify specific concerns which should 
be addressed in the DEIS, it is estimated 
that the DEIS will be made available to 
the public in June 1985. Upon 
preparation of the DEIS, a public notice 
shall be issued summarizing the facts of 
the case and announcing the availability 
of the DEIS. If a public hearing is 
requested, it will be held after 
completion of the DEIS. A public notice 
announcing the time. date, location and 
nature of the hearing would be issued at 
least 30 days prior to the hearing date. 

b. The significant issues to be 
analyzed in the DEIS will include: 

(1) Impacts of the fill on water quality 
in the marsh and secondary' effects of 
other activities in the marsh. 

(2) Impacts of the channel and outlet 
modifications on coastal zone resources 


including coastal water quality, and on 
drainage characteristics in the area 

(3) Impacts of authorized actions on 
flora and fauna, threatened and 
endangered species, air quality, 
archaeological and historic resources 
and recreation. 

(4) Relationship of authorized actions 
to the total project planned by the 
developer including tertiary and 
cumulative, aesthetics, socio-economic 
infrastructure and land use impacts. 

Questions about the proposed action 
and DEIS can be answered by: Mr. 
Michael T. Lee, Acting Chief. Operations 
Branch. Construction-Operations 
Division. U.S. Army Corps of Engineer* 
Fort Shafter. Hawaii. 96858-5440, 
Telephone: (808) 438-9258. 

Dated* February 13.1985. 

Michael M. |rnk». 

Colonel. Corps of Engineers. District 
Engineer. 

|KR Doc. 85-4372 Filed 2-21-85; M5 *roj 

billing coot jho-nn-m 

- 1 - 

Intent to Prepare a Draft 
Environmental Impact Statement 
(DEIS) for Proposed Permit Actions 
Concerning Initial Phase of the 
Remedial Action Plan Proposed by 
Olin Corporation for Mitigation of DDT 
Contamination, Huntsville Spring 
Branch, Wheeler Reservoir, AL 

agency: Army Corps of Engineers. 
Nashville District. DOD. 
action: Intent to prepare a draft 
environmental impact statement PEIS). 

summary: 

1. Proposed Action 

Olin Chemical has notified the 
Nashville District of its intention to 
apply for Department of ihe Army 
Permits (section 10 and 404) covering ihr 
first phase of necessary work associated 
with the Remedial Action Plan to 
address DDT contamination in 
Huntsville Spring Branch (HSB] and 
Indian Creek, Tennessee River. 

Alabama. The proposed work is the 
result of several years of study by 
Federal agencies and their contractor* 
litigation between the United States of 
America, the State of Alabama, and four 
sets of private parties against the Olin 
Corporation: and a Consent Decree that 
governs the implementation of the 
Remedial Plan. The Consent Decree 
established a review panel composed of 
members from the United States 
Environmental Protection Agency fFPA), 
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T< nncssee Valley Authority (TVA). U.S. 
Fish and Wildlife Service (FWS), 
Department of the Army (DA), the State 
of Alabama, and nonvoting members of 
the Town of Triana, Alabama, and the 
Olin Corporation. This review panel has 
approved the Olin proposal to isolate 
DDT from the environment of the 
Huntsville Spring Branch (MSB)—Indian 
Creek (IC) Complex, and the permit 
review will cover the initial effort of a 
phased approach designed to meet 
performance criteria of reducing DDT 
levels to below 5 parts per million in 
fillets of three indigenous fish species 
Additional remedial actions may t>e 
undertaken as necessary to meet the 
performance criteria. 

The central element of Olin's 
Remedial Action Plan is a diversion of 
USD around the heavily-contaminated 
channel between HBS Miles 5.57 and 
4.0. Alignment of the diversion is 
through an existing side-channel 
(referred to as the ‘loop**), 1,500 feet of 
excavated channel, and an existing 
embayment Construction of this 
diversion would require installation of 
two dams, approximately 8.300 feet of 
access roads, and two staging areas 
totalling 15 acres. 

Upon completion of the HSB diversion 
the contaminated channel between HSB 
Miles 5.57 and 4.0 would be isolated 
from 11SB flow by constructing two 
dams across the channel at HSB miles 
4.2 and 4.0. Construction of these dams 
would require 4,000 feet of access roads 
and a 5*acre staging area. A diversion 
ditch would be excavated north of the 
isolated HSB channel segment to route 
surface runoff to a point below the dam 
at HSB Mile 4.0. The impounded channel 
between the dams at HSB Miles 4.2 and 
4 0 would act as a settling basin for 
water discharged from the channel 
upstream of HBS Mile 4.2. 

Filling of the bypassed, contaminated 
channel with clean off-site material 
would proceed upstream from the dam 
at HSB Mile 4.2 and downstream from 
the dam at HSB Mile 5.57 
simultaneously. Once this section is 
complete, the channel between dams at 
USB Miles 4.0 and 4.2 would be covered. 
The covered channel would be graded to 
conform to existing topography and 
rc-veg€5luled. Staging areas would be 
returned to their approximate original 
grade and revegetated upon completion 
of the channel covering. Access roads 
would remain in place and would be 
maintained as necessary. 

2. Alternatives 

Alternatives which have been 
identified at this time are (1) no action 
(denial of the permits). (2) issuance of 
Permit* with normal conditions and (3) 


issuance of permits with special 
conditions requiring a variety of 
environmental mitigation or 
enhancement measures. 

3. Scoping Process 

a. Input . The public is invited to aid in 
determining the issues to be covered in 
the DEIS by submitting written 
comments within 20 days of this notice. 
Additionally, input from concerned 
Federal, State, and local agencies and 
from organizations or Individuals known 
to have interest in the work is being 
solicited by letter. The Tennessee Valley 
Authority. Environmental Protection 
Agency, and U.S. Fish and Wildlife 
Service have been requested to 
participate in the process as cooperating 
agencies. The DF.IS will also provide 
NF.PA documentation for TVA's 26A 
Permit action and FWS’s Refuge Use 
Permit action. 

b. Issues, The following is as 
preliminary list of significant issues 
which have been identified for analvsis 
in the DEIS. 

(1) Appropriate environmental 
conditions which could be included in 
the requested permits. 

(2) Effects on wildlife and wildlife 
habitat. 

(3) Effects on Redstone Arsenal 
operations. 

(4) Effects on water quality (including 
turbidity, water supply, toxic materials, 
and recreation impacts). 

(5) F.ffects on cultural resources. 

(6) Socioeconomic impacts. 

(7) Effects on aquatic organisms and 
habitat. 

(8) Effects on endangered species. 

c. Other Environmental Review and 
consultation. (1) Public notices soliciting 
comments concerning the permit actions 
will be distributed as part of the public 
interest review. 

(2) The work must be evaluated in 
light of the Environmental Protection 
Agency's 404(b) Guidelines (40 CFR Part 
230). 

(3) Pursuant to the National Historic 
Preservation Act. the State Historic 
Preservation Officer will be consulted 
concerning the permit actions. 

(4) The action will be coordinated 
with the U.S. Fish and Wildlife Service 
to determine whether consultation under 
the Endangered Species Act is required. 

4. Scoping Meeting 

No scoping meeting will be conducted. 
Scoping input will be entirely solicited 
by letter, newspaper notices and this 
Notice of Intent. 


5. Estimated Completion 

It is estimated that the DEIS will be 
made available to the public in July 
1985. 

Questions: The Nashville District 
point-of-contact for questions or scoping 
input concerning the DEIS is: Mr. Ray 
Hedrick. Planning Branch. U.S. Army 
Engineer District. Nashville. P.O. Box 
1070. Nashville, Tennessee 37202. 

Dated: February 13. 19H5. 

William T. Kirkpatrick. 

Colonel Corfw of Engineers. District 
Engineer 

1FR Doc. B5-4395 Filed 2-21-85; 8:45 am| 

Bit UNO COOC 3710 GF-M 


DEPARTMENT OF EDUCATION 

National Center for Research in 
Vocational Education Advisory 
Committee; Meeting 

summary: This notice sets forth the 
schedule and proposed agenda of a 
forthcoming meeting of the National 
Center for Research in Vocational 
Education Advisory Committee. This 
notice also describes the functions of 
the Committee. Notice of this meeting is 
required under section 10(a)(2) of the 
Federal Advisory Committee Act. This 
document is intended to notify the 
general public of their opportunity to 
attend. 

DATE: March 18,1985 
aodress: The National Center for 
Research in Vocational Education, Ohio 
State University, 1960 Kenny Road. 
Columbus. Ohio 43210. 

FOR FURTHER INFORMATION CONTACT: 

Dr. Howard F. Hjelm, Director, Office of 
Vocational and Adult Education, 
Division of Innovation and 
Development. 7th and D Streets, SW„ 
Rm. 5044, ROB 3. Washington. D.C., 
20202-3572, (202) 245-2278. 
SUPPLEMENTARY INFORMATION: The 

National Center for Research in 
Vocational Education Advisory 
Committee is established under Section 
404 of the Carl D. Perkins Vocational 
Education Act of 1984 (Pub. L 98-524). 
The Committee is established to advise 
the Secretary and the National Center's 
Director with respect to policy issues in 
the administration of the National 
Center and in the selection and conduct 
of major research and demonstration 
projects and activities of the National 
Center. Meetings held at the request of 
the Secretary are conducted in 
accordance with the Federal Advisory 
Committee Act (FACA). 

The meeting of the Committee is 
governed by FACA and is open to the 
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public on March 18.1985 from 1:00 p.m. 
to 4:30 p.m. The proposed Agenda 
includes 

1:00-2:30 

A Dialogue on the Implications of the 
New Vocational Education Legislation 
for the National Center for Research in 
Vocational Education. 

1. Functions of the National Center for 
Research in Vocational Education. 

2. Composition and Role of the 
National Center for Research in 
Vocational Education Advisory 
Committee 

2:30-3:15 

B. Secretary's Vocational and Adult 
Education Discretionary' Programs 

3:15-1:00 

C. Mid-Contract Review for the 
National Center for Research in 
Vocational Education. 

4:00-4:30 

D. Year IV Grant for the Nutional 
Center for Research in Vocational 
Education. 

This meeting will be held in 
conjunction with a regular meeting of 
the Committee to advise the Center 
Director. 

Records are kept of all Committee 
proceedings and are available for public 
inspection in the Program Improvement 
Systems Branch. 7th A D Streets SW.. 
Room 5018. ROB 3. Washington, D C. 
20202-3575; telephone: (2021 245-2017. 

Dated: February 14.1985. 

Robert M. Worthington. 

Assistant Secretary fur Vocational and Adult 
Education. 

[FR Doc. 65-1325 Filed 2-21-B5: 8:45 am| 

BILLING COOC 4000-01-M 


DEPARTMENT OF ENERGY 

Decision of the Secretary of Energy— 
Califomia-Oregon Transmission 
Project; Correction 

AGENCY: Department of Energy. 
action: Publication of attachment. 
Memorandum of Decision, to a notice 
which was published on February’ 20. 
1985 (50 FR 7102). 

summary: in the referenced Federal 
Register notice, and announcement of a 
decision by the Secretary of Energy on 
the terms and conditions for 
development of a third 500-kV AC line 
to the Pacific Northwest-Southwest 
Intertie. was published. The attached 
Memorandum of Decision document 
was inadvertently not published with 
the notice. 


Issued In Washington. D.C. February 2a 
1985 

Ronald K. Crvenhslgh. 

Ansi slant Administrator for Washington 
Liaison . Western Area Power Administration 

Decision of the Secretary of Energy 
Califomia-Oregon Transmission Project 

Pursuant to the authority of Title III of 
the Energy and Water Development 
Appropriations Act for Fiscal Year 1985 
(Pub .L 98-360). and after a full and 
complete review and consideration of 
the comments, recommendations and 
record of public hearing, held January 
25,1985. regarding a proposed 
memorandum of Understanding (MOU) 
for the financing, construction and 
operation of a new alternating current 
500-kV transmission line from the 
Pacific Northwest to California, known 
as the Califomia-Oregon Transmission 
Project. I have determined, on behalf of 
the U.S. Department of Energy, that the 
MOU should be and is hereby approved, 
subject to the modifications and 
conditions set forth in the attached 
Memorandum of Decision. 

February 7. 1985. 

Donald Paul Model. 

Memorandum of Decision for the 
Califomia-Oregon Transmission Project 

Introduction and Summary 

Title Ill of the Energy and W'aler 
Development Appropriations Act for 
Fiscal Year 1985 (Pub. L. 98-360) 
authorized the Secretary of Energy to 
“construct or participate in the 
construction of such additional facilities 
as he deems necessary to allow 
mutually beneficial power sales 
between the Pacific Northwest and 
California." The Conference Report to 
this legislation required the Secretary to 
submit a conceptual plan for 
construction of a new 500 kV AC line to 
Congress within 120 days. 

Pursuant to this authority, the 
Western Area Power Administration 
(Western) published on August 6. 1981 
(49 FR 31335) a request for statements of 
interest in the development of such an 
intertie line between the Pacific 
Northwest and California. On December 
24. 1984 the Secretary transmitted to 
Congress a conceptual plan for 
development of the Califomia-Oregon 
Transmission Project (the Project), 
including a proposed implementation 
plan in the form of a Memorandum of 
Understanding (MOU) developed by 
California investor and publicly-owned 
utilities. By public notice of January 3. 
1985 (50 FR 420), all interested parties 
were provided with an opportunity to 
comment on the proposed MOU. A 
public hearing on the proposed MOU 


was held on January 25.1985 in 
Sacramento, California. 

Based upon a full and complete 
review* of the transcript of the public 
hearing and the written comments, the 
Secretary has determined that the MOU 
represents an appropriate plan for 
development of the Project subject to 
the following modifications and 
conditions: 

1. Ownership of the upgraded segment 
of the Project shall be retained by the 
United States as part of the federal 
Central Valley Project (CVPJ. 

2 Users of the 6.25% of Project 
transfer capability reserved to Western 
for the Department of Energy (DOE) 
laboratories and the federal wildlife 
refuges shall pay the CVP reasonable 
transmission fees to be established by 
Western. Project transfer capability not 
used by the DOE laboratories and the 
federal wildlife refuges shall be 
available to other federal agencies. 
Acceptable firm transmission service 
arrangements under reasonable rates, 
terms, and conditions shall be provided 
by Project Participants to those 
laboratories, refuges and agencies. 

3. The opportunity to participate in 
3.125 percent of the transfer capability 
of the Project shall be made available 
for allocation by Western among the 
non-federal public entities who 
responded to both the August 6,1984 
and the January 3. 1985 Federal Register 
notices, excluding those entities who are 
MOU Participants or signatories or are 
represented by such Participants. Such 
entities shall, upon acceptance of an 
allocation, receive equal status with 
other Participants, including all rights, 
privileges and responsibilities set forth 
in the MOU. 

Comments 

In response to the January 3.1985 
notice. DOE received more than SO 
written comments, and thirty people 
testified at the Janaury 25 public 
hearing. Commenters included Members 
of Congress, state officials. Participant* 
in the MOU. irrigation districts, public 
utilities, federal agencies. Pacific 
Northwest entities and others. 

A number of commenters 
enthusiastically endorsed the Project 
and the MOU. saying that the Project 
would provide low cost power to 
millions of consumers. They explained 
that utilities serving more then 98% of 
California's electrical customers are 
represented under the MOU. Further, 
several commenters stated that, since 
the MOU is structured so that no federal 
funds are required for the Project, the 
MOU should be adopted. 
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On the other hand, several of the 
irrigation districts and public utility 
districts complained that they had been 
unfairly excluded from the negotiations 
that resulted in the proposed MOU. 

Other commentcrs proposed specific 
amendments to the MOU to liberalize 
access to non-participants. One party 
complained that no provision had been 
made for new or emerging utilities, 
while others sought various levels of 
participation in the Project. 

The Pacific Northwest entities raised 
«number of concerns, including the 
effect of the MOU upon access, rates 
und terms of displacement sales. The 
federal entities questioned the 
sufficiency of compensation to the 
fedi ra! government, including whether 
the federal entities are entitled*to a 
I greater share of the newly available # 

I ewrgy. In addition to other specific 
I recommendation*, the federal entities 
I camp!, lined that they too were denied 

■ sufficient access to the process by which 
I :he MOU was developed. 

■ Discussion 

I Compensation for federal 
I v:\lnhution. The Conference Report 
I uccompnaying H.R. 5653, which became 
I Pub L 96-360, enjoined the Secretary to 
I derive 'fair compensation*' for the 
I contributed federal facilities. The rc port 
I ftstes: 

1 To * < ompense the Federal taxpayer for 

■ Jh» vnluc of the contributed Federal facilities 
I the Secretary shall obtain fair compensation 
I from the non-Fcderul participants. Such 

I nmpensation may be In the form of 

■ transmission capacity on the new 500 KV AC 

■ line, monetary payment, or other benefit 
I which the Secretary may determine a fair 

■ Kj'iivalcnt** H R. Report No. 98-006. p. 57. 

I Although the money for all activities 

■ elated to development of the Project 

■ will come From non-federal sources, the 

II United States will make an important 

■ contribution In the form of the use of its 
I existing right-of-way and towers for the 

■ 200-mi!e segment of the line from 

■ Redding to Tracy. This segment 

■ constitutes about two-thirds of the total 

■ distance of the line. 

1 A comparison of the CVF transfer 

■ ^Ability presently available with that 

■ nailable to the CVP after the upgrade is 

■ completed shows that CVP operations 

■ will not be impaired. That is, while the 
9 !wo existing 230 vK cimiits have a 

■ potential transfer capability of up to 600 

■ mW. the actual load they carry has 

■ never exceeded 325 mW. Under the 

■ Proposed MOU, Western is guaranteed 
■ »transfer capability of 300 mW in the 

■ upped* of the existing 230 kV circuits 

■ Ibection 5 4.1). plus priority rights on the 
■usability above 1900 rnW up to an 

■ additional 300 mW (Section 5 4.2). The 


ongoing studies indicate that such 
additional capability above 1900 mW is 
technically feasible. Thus the CVP's 
transmission capability will equal or 
exceed that presently utilized. 

In addition, the United States will 
receive 8.25 percent of the Project 
transfer capability, or 100 mW of the 
anticipated total transfer capability of 
1600 mW. This is a substantial benefit. 
The proposed MOU provides that this 
capacity will be used to serve the needs 
of the DOE laboratories and the federal 
wildlife refuges (Section 5.1.4). The 
Conference Report, however, indicated 
the possibility of other federal entities 
participating in the Project, although 
priority was to be given to federal 
laboratories and wildlife refuges. 

Report, p. 57. Therefore, the Secretary 
has determined that the MOU should be 
modified to provide for use of this 
capacity by other federal agencies to the 
extent that it is not needed by the DOE 
laboratories and federal wildlife refuges. 
Required transmission serv ices for such 
federal loads shall be made available, 
consistent with the intent of Congress. 
Furthermore, since the 100 mW 
represents compensation for the use of a 
right-of-way and facilities that were 
acquired and constructed many years 
ago and which have been paid for over 
the years by all beneficiaries of the 
CVP, the entities which use this capacity 
should pay Western a reasonable 
transmission fee to be credited to the 
CVP. 

The Conference Report also provides 
that *‘in no event shall the Secretary 
reserve more than 50 percent of the total 
uprated transfer capability of any 
modified and upgraded Federal 
facilities, or more than 12£ percent of 
the transfer capability of the non-federal 
segment of the line.** Report, p. 57. Some 
commcnters have taken the position that 
this statement represents a directive 
that the MOU should provide for federal 
transfer capability in these amounts. It 
is clear that Congres intended that the 
indicated percentages are maximums 
only. The report recognizes that further 
evaluation by the Secretary would be 
necessary to arrive at the appropriate 
percentages. Therefore the MOU. as 
modified, conforms with Congress* 
intent 

in addition to the reservation of 
capacity, the United States will receive 
real benefits in the form of increased 
system stability and reliability from 
Western's use of the new substation 
facility at Redding. 

The MOU contemplates that, in 
addition to the use of the Federal right- 
of-way and existing towers, ownership 
of the right-of-way and the upgraded 
facility will be transferred by the United 




States to the Participants. New' statutory 
authority would be necessary to effect 
this transfer. Moreover, studies have 
questioned the adequacy of the 
compensation to the United States if 
such ownership is transferred. 

Therefore, the Secretary has determined 
that it would be prudent to retain the 
ownership of these facilities in the 
United States. 

For the reasons stated above, the 
MOU. as modified, satisfies the 
requirement of fair compensation to the 
federal government. 

Participation by additional public 
utilities .—Several commented! 
complained that they were not included 
in the negotiations that resulted in the 
MOU. The MOU, however, is not the 
final word on participation in the 
Project To the contrary, the Federal 
Register notices of August 6, 1984 and 
January X 1985 and the public hearing 
held fanuary 25 were for the express 
purpose of ensuring that all interested 
parties were aware of and had the 
opportunity to comment on the 
development of the Project. 

Through the comment and hearing 
process a number of publicly-owned 
utilities and irrigation districts have 
demonstrated that they possess the 
need, capability and seriousness of 
commercial purpose to participate in the 
Project, in accordance with the intent of 
Congress. Accordingly, taking into 
account respective peak demands, 
existing and proposed Intertie 
capacities, and other practical and 
equitable considerations, the Secretary 
has determined that a modification to 
the MOU is appropriate. An opportunity 
to participate in 3.125 percent of the 
transfer capability of the Project shall 
therefore be allocated by Western 
among the non-federal public entities 
who responded to the August 6 and 
|anuary 3 notices, excluding those 
entities who are MOU Participants or 
signatories or are represented by 
Participants. This 3.125 percent 
capability, which is 50 mW of the 
anticipated Project transfer capability 
level of 1600 mW. will be made 
available from a pro-rata reduction in 
the shares of the present Participants int 
he MOU other than Western. Western 
will conduct a proceeding to determine 
the allocation of this amount Each 
allottee will be expected to make on up¬ 
front contribution for its share of the 
cost of the Project. * 

Comments of Pacific Northwest 
entities* —A number of commcnters 
expressed concern that the MOU may 
be a possible vehicle for influencing the 
access or rate policies of Pacific 
Northwest entities with respect to the 
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use of intertie lines or transactions over 
those lines. These concerns were 
summarized in a letter of |nuary 31. 1985 
from Senator Mark O. Hatfield to the 
Secretary, to which he responded by 
letter of February 4.1985. Copies of 
these letters are attached. The Secretary 
assured Senator Hatfield that each 
region, the Pacific Northwest and the 
Pacific Southwest, should determine the 
sales, purchase and access policies that 
are in their own best interest. The MOU 
therefore does not affect in any manner 
the policies, actions or proceedings of 
the Pacific Northwest entities. 

Other issues .—The Secretary has 
noted that the proposed MOU commits 
Participants to support additional 
legislation and report language 
regarding the Project (Section 11.2). The 
Secretary cannot obligate DOE or 
Western to support legislation without 
prior internal government approval, 
which has not occurred. The Secretary 
therefore has approved the MOU upon 
the additional condition that this 
provision is not binding on either DOE 
or Western. 

In addition, since Congress meant for 
the Project to proceed as promptly as 
possible, the Secretary intends to notify 
Congress within 60 days of publication 
of this decision in the Federal Register 
whether he is in receipt of an MOU 
consistent with the conditions and 
modifications set forth above. 

Conclusion 

The MOU. as amended, reflects the 
culmination of a complex process aimed 
at assuring the benefits of a new 
transmission facility to as many 
ratepayers as possible. Consistent with 
that intent and with the authority and 
flexibility provided by Congress, the 
Secretary has determined that the MOU, 
as modified and conditioned herein, is in 
the public interest and should be 
approved. 

February 4.1905. 

tf 7 nor able Mark O. Hatfield. 

United Staten Senate, Washington. D C. 20510 

Dear Mark: Thank you far your kind letter 
of February 1.1985. regarding the 
Memorandum of Understanding (MOU) on 
the third 500 kV AC tine, which Congress 
authorized in Title Ill of the Energy and 
Water Development Appropriation Act for 
Fiscal Year 1985.1 agree that it provides a 
landmark opportunity for interregional 
cooperation and that significant mutual 
benefits can accrue to both the Pacific 
Southwest (PSW) and the Pacific Northwest 
(PNW). 

Your interpretation of the MOU is the same 
as ours. The Department of Energy’s 
understanding in reviewing and forwarding 
the draft MOU to Congress was that each 
region, the PSW and the PNW respectively, 
must decide the sales or purchases that is in 


their own best interest Further, the MOU 
should not be read as impinging upon the 
Bonneville Power Administration (BPA) 
authorities and policies respecting rates and 
intertie access. 

With respect to extraregional access, the 
BPA’s near term Intertie Access Policy 
provides access to Canadian utilities when 
capacity is not otherwise subscribed by PNW 
utilities. 1 understand that BPA has offered 
and continues to discuss the possibility of 
greater access if agreement by extraregional 
utilities can be reached on improved 
coordination between the Canadian and 
PNW power systems. This policy and 
continuing effort is consistent with the MOU. 
but not otherwise affected by it 

The Department is also aware that the 
proper level and design of BPA rates for sales 
of non firm power to PSW utilities are 
currently the subject of a proceeding at the 
Federal Energy Regulatory* Commission. It Is 
not our intent that the MOU should affect or 
be affected by the outcome of that 
proceeding. 

I trust that this clarifies the Department's 
understanding with regard to the MOU and 
the issues you raised. 

Sincerely. 

Donald Paul Hodel 
January 31.1985. 

The Honorable Donald Paul Hodel. 

Secretary of Energy. 

Department of Energy. 

Washington. D.C 20050 

Dear Don: On December 24.1985. you 
forwarded to Congress a draft Memorandum 
of Understanding (MOU) negotiated by major 
California utilities that intend to participate 
in the construction of the third AC Pacific 
Northwest- Pacific Southwest Inter tie line. 

I want to congratulate you and the 
Department of Energy on your efforts in 
facilitating this agreement which represents a 
tremendous opportunity for both regions, 
Significant mutual benefits from increase of 
intertic capacity will be forthcoming, and ull 
participants may look forward to sharing in 
these benefits. However, it Is important to 
emphasize that Pacific Southwest utilities are 
not forced to purchase end Pacific Northwest 
utilities are not forced to sell resources 
against thoir interest. While regional 
interdependence is facilitated, regional 
independence is also assured. 

On this latter point. I have had numerous 
inquiries seeking assurance that the MOU 
and related discussions are to be interpreted 
in a manner consistent with BPA’s existing 
authorities and policies respecting rates and 
access to the Intertie. including Canadian 
access. This would appear to be the intent of 
the MOU. As you are aware, many members 
of Congress are on record as supporting the 
adoption and implementation of BPA’s near- 
term Inter tie Access Policy, t would 
appreciate the Department's further 
assurance that my interpretation of the MOU 
is correct and that it in no w ay is to be 
Interpreted as impinging on these authorities 
and policies. 

Thank you for your prompt attention to this 
matter. 


Sincerely. 

Murk O. Hatfield. 

Chairman. 

1FR Doc. 85-4612 Filed 2-21-85; 12:54 pm| 

BILLING COOC S4S0-41-M 


National Petroleum Council; Refinery 
Capability Task Group; Meeting 

Notice is hereby given that the 
Refinery Capability Task Group will 
meet in March 1985. The National 
Petroleum Council was established lo 
provide advice, information, and 
recommendations to the Secretary of 
Energy on matters relating to oil and 
natural gas or the oil and natural gas 
industries. The Refinery Capability Ta»k 
Group will address previous Council 
refining studies and evaluate future 
refinery operations and their impart on 
petroleum markets. Its analysis and 
findings will he based on information 
and data to be gathered by the various 
task groups. 

The Refinery Capability Task Group 
will hold its forth meeting on Tuesday, 
March 5,1985, starting at 9:00 a m., in 
the Austin Room of the Houston Airport 
Marriott Hotel. 18700 Kennedy 
Boulevard. Houston, Texas. 

The tentative agenda for the Refinery 
Capability Task Group meeting follows: 

t. Opening remarks by Chairman and 
Government Cochairman. 

2. Review the work of the Task Group 

3. Discuss any other matters pertinent 
to the overall assignment from the 
Secretary of Energy. 

The meeting is open to the public Tfc 
Chairman of the Refinery Capability 
Task Group is empowered to conduct 
the meeting in a fashion that will, in bis 
judgment facilitate the orderly conduct 
of business. Any member of the public 
who wishes to file a written statement 
with the Refinery Capability Task Group 
will be permitted to do so, either before 
or after the meeting. Members of the 
public who wish to make oral I 

statements should inform Mrs. Carolyn 
Klym, Office of Oil, Gas, Shale and Coal 
Liquids, Fossile Energy. 301/353-2709. 
prior to the meeting and reasonable 
provisions will be made for their 
appearance on the agenda. 

Summary minutes of the meeting will 
be available for public review at the 
Freedom of Information Public Reading 
Room. Room IE-190. DOE Forrestal 
Building. 1000 Independence Avenue 
SW.. Washington, D.C., between the 
hours of 9.00 a.m. and 4:00 p.m., Monday 
through Friday, except Federal holiday* 
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foiled ill Washington. D.C on February 14. 

1965 

Will Min A. Vaughan, 

Atsistemi Secretary. Fossil Energy. 

(FK Doc. 85-4451 Filed 2-21-85: *45 um| 
muimg coot ftMO-ci-ai 


Economic Regulatory Administration 

Application by Northern States Power 
Company To Amend the Presidential 
Permit Issued in Docket No. PP-63 

agency: Economic Regulatory 
Administration, DOE. 
action: Notice of an application Tiled by 
Northern States Power Company (NSP) 
for an amendment of the Presidential 
permit issued by the Economic 
Regulatory Administration (ERA) in 
| I9T9. 


summary: NSP has petitioned ERA to 
Amend and modify the Presidential 
permit issued In Docket No. PP-63 to 
Authorize changes in import provisions 
agreed to between NSP and the 
Manitoba Hydro Electric Board (MHEB) 
ind the Manitoba Energy Authority 
(MEA). 

fOR FURTHER INFORMATION CONTACT: 

Anthony J. Como, Coal and Electricity 
Division, Office of Fuels Programs, 

| Economic Regulatory Administration. 
Department of Energy. Forrestal 
Building. Room GA-033. 1000 
Independence Avenue SW.. 
Washington, D.C 20585. (202) 252- 
5835 

Lim Courtney M. Howe. International 
Trade and Emergency Preparedness. 
Office of General Counsel 
Department of Energy. Forrestal 
Budding, Room 6A-167.1000 
independence Avenue SW„ 
Washington, D.C 20585. (202) 252- 
2900. 

supplementary information: On 

January 31,1985, NSP petitioned ERA to 
■mend and modify its order in Docket 
No PP-63 authorizing NSP to construct, 
connect, operate and maintain electric 
transmission facilities at the 
international border between the United 
States and Canada. New import 
provisions agreed to between NSP and 
MHEB and the MF.A coll for a firm 
1 apartty purchase by NSP of 500 
I ^egawatts at a 75% year-round capacity 
•lctor The price of this capacity and 
I f nergy is essentially 80% of the cost of 
I NSP» next generating unit, and the 
I that will be produced from It. 

I additionally. Manitoba has guaranteed 
I «n average annual delivery of 1.5 million 
^awatt hours of surplus to NSP 

this contract period. The existing 

ttntract provides fet gjOO megawatt 


purchase by NSP from Manitoba during 
the summer season and a 300 megawatt 
delivery by NSP to Manitoba during the 
winter. 

The facilities to be used under the 
new contract are the same as those used 
under the existing contract and order. 

Any person desiring to be heard or to 
protest this application to amend the 
Presidential permit in Docket No. PP-63 
should file a petition to intervene or 
protest with the Economic Regulatory 
Administration. Room GA-033. Forrestal 
Building, Washington. D.C. 20585, in 
accordance with § $ 385.211 or 385.214 of 
the Rules of Practice and Procedure (18 
CFR 385.211. 385.214). 

Any such petitions and protests 
should be filed on or before March 15. 
1985. Protests will be considered by 
F.RA in determining the appropriate . 
action to be taken, but will not serve to 
make protestants parties to the 
proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this application 
will, upon request, be made available 
for public inspection and copying at the 
Department of Energy's Freedom of 
Information Reading Room. Room 1E- 
19a Forrestal Building. Washington. 
D.C.. from 9:00 a.m. to 4*00 p.m.. Monday 
through Friday. 

Issued in Washington. D.C on February 14. 
1985. 

lames W. Workman. 

Director, Office of Fuels Programs. Economic 
flegulatory Administration . 

(FR Doc 65-4450 Filed 2-21-85; 0 45 am| 

BILLING COOf S4S»-0MA 


Federal Energy Regulatory 
Commission 

I Docket No. RP84-79-004) 

Gas Gathering Corp.; Petition for 
Waiver of Regulations 

February 15, 1985 

Take notice that on February 8,1985. 
Gas Gathering Corporation (GGC) 
tendered for Tiling a Petition For Waiver 
Of Regulations establishing fees for 
pipeline rate matters set by Commission 
Order No. 361. In the petition, GGC 
requests a refund of the filing fee paid in 
Docket No. RP84-79-003. GGC contends 
that the $2,000 filing fee should not 
apply to the new tariff sheet filed along 
with its section 4(e) motion to put a 
suspended rate into effect. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capifol Street NE.. Washington. 
D.C 20428. in accordance with Rules 211 


and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211. 
385.214). All such petitions or protests 
should be Tiled on or before February 25. 
1985. Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any persons wishing lo 
become a party must Tile a petition to 
intervene. Copies of this Tiling are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb. 

Secretory. 

[FR Doc. 85-1408 Filed 2-21-85: 8:45 am) 

BILLING COOt «717-©1-AI 


[ Docket Noe. ER85-273-000. et al l 

Holyoke Water Power Co., et al; 
Electric Rate and Corporate 
Regulation Filings 

February 15.1985. 

Take notice that the following Tilings 
have been made with the Commission: 

1. Holyoke Water Power Company 

(Docket No. ER85-273-600) 

Take notice that on February 4. 1985. 
Holyoke Water Power Company 
submitted for Tilling a Notice of 
Termination, on behalf of itself and 
Holyoke Power and Electric Company, 
for GAP's Rate Schedule FPC No. 41. 
HELCO's Rate Schedule FPC No. 36. 
WMECO's Rate Schedule FPC No. 53. 
HWP Rate Schedule FPC No. 23 and 
I IP&E Schedule No. 14. 

Comment date: March 1.1985. in 
accordance with Standard Paragraph E 
at thp end of this notice. 

2. Duquesne Light Company 

(Docket No. ER85-264-000) 

Take notice that Duquesne Light 
Company (DLC) on January 30.1985. 
tendered for filing proposed changes in 
its FERC Municipal Electric Resale 
Service Tariff for Pitcairn. Pennsylvania. 
DLC requested (hat the proposed rate 
scheduled change become effective on 
April 1.1985. DLC indicates that the 
proposed change would increase 
revenues from jurisdictional sales by 
$159,110.75 based on the twelve-month 
period ending March 1.1985. DLC 
indicates that it has experienced 
increased costs for service to the 
Borough. 

DLC states that copies of the Tiling 
were mailed to the Pennsylvania Public 
Utility Commission and to the Secretary 
of the Borough of Pitcairn on (anaury 29. 
1985. 
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Comment date: March 1.1985. in 
accordance with Standard Paragraph E 
at the end of this notice. 

3. Detroit Edison 

(Docket No. ER8S-248-000) 

Take notice that on January 18.1985. 
Detroit Edison submitted for filing a 
Letter of Understanding of Amendment 
No. 8 to the operating agreement dated 
March 1.1966. This agreement between 
Consumers Power Company. The Detroit 
Edison Company, and the Toledo Edison 
Company is designated as Detroit 
Edison Rate Schedule FERC No. 11. 

The letter will reduce the amount of 
the Specific Capacity Power by the 
Specific Capacity Energy—Thermal 
portion for an indefinite period 
commencing on January 1.1985. This 
temporary reduction in power does not 
alter in any way the rates and terms of 
Amendment No. 6 to the Operating 
Agreement dated March 1.1966. 

Comment date: March 4.1985. in 
accordance with Standard Paragraph E 
at the end of this notice. 

4. Otter Tail Power Company 

[Docket No. ER84-38-0031 

Take notice that on Janaury 29.1984. 
Otter Tail Power Company (Otter Tail) 
submitted for filing a compliance report 
pursuant to the Commission's letter 
dated July 3. 1984. 

The Compliance Repott indicates that 
the transmission loss value should be 
further reduced by one and one half 
percent (1.5%) and the transformer loss 
value of 1.5% will supersede the £% 
transformer loss value included as part 
of the current tariffs. Otter Tail also 
submitted revised rate schedules. 

Comment date: March 4. 1985. in 
accordance with Standard Paragraph H 
at the end of this notice. 

Standard Paragraphs: 

E. Any person desiring to be heard or 
to protest said filing should file a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street. NE., Washington. 
D.C. 20426. in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). All such motions or 
protests should be filed on or before the 
comment date. Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a motion to intervene. Copies 
of this filing are on file with the 


Commission and are available for public 
inspection. 

H. Any person desiring to be heard or 
to protest this filing should file 
comments with the Federal Energy 
Regulatory Commission. 825 North 
Capitol Street. NE,. Washington. D.C. 
20428, on or before the comment date. 
Comments will be considered by the 
Commission in determining the 
appropriate action to be taken. Copies of 
this filing arc on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 85-4420 Filed 2-21-415; 8:45 am| 

SILLING CODC §717-01-11 


[Docket No. TA85-1-53-0041 
K N Energy, Inc.: Notice of Filing 

February 15.1985. 

Take notice that on January 17.1985. 

K N Energy, Inc. (K N) tendered for filing 
Alternate Twentieth Revised Sheet No. 4 
to its FERC Gas Tariff. Third Revised 
Volume No. 1 to be effective December 
1.1984. According to { 381.103(b)(2)(iii) 
of the Commissions regulations (18 CFR 
381.103(b)(2)(ui)). the date of filing is the 
date on which the Commission receives 
the appropriate filing fee. which in the 
instant case was not until February 5. 
1985. 

K N states that this filing reflects the 
elimination of accrued but unpaid 
purchase gas costs from Account No. 

191 and is submitted pursuant to the 
Commission s orders dated November 

23.1984 and December 31.1984. K N 
further states that since the proposed 
tariff sheet became effective December 

1.1984 under the Commission's 
November 23.1984 order, K N billed its 
customers for their December, 1984 
consumption at the rates shown on this 
sheet, and therefore, no refunds were 
necessary for this period. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street. N.E., Washington. 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211. 
385.214). All such petitions or protests 
should be filed on or before February 22. 
1985. Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 


the proceeding. Any person wishing to H 

become a party must file a petition to 1 
intervene. Copies of this filing are on I 

with the Commission and are avail. ihN* 1 
for public inspection. I 

Kenneth F. Plumb. I 

Secretary I . 

(FR Doc 85-4410 Filed 2-21-85: 8:45 smf I 

SILLING coot •717-01-M I 


[ Docket No. TC85-7-000] ■ I 

I 1 

Montana-Dakota Utilities Co.; Tariff I 
Filing I | 

February 15, 1985. I 

Take notice that on February 1. 1985. 
Montana-Dakota Utilities Co. (MDl |. I * 1 
400 North Fourth Street. Bismarck. North I | 
Dakota 58501, filed the following revised 
tariff sheets in Docket No. TC85-7-0(XJ. I j 

pursuant to the Commission's Order 
Approving Settlement Amendment 
issued February 19.1982. in Docket No 
RP76-91-000 and pursuant to Part 151 
and Part 281, Subpart C of the 
Commission's Regulations: 

Third Revised Sheet No. 51 

Second Revised Sheet No. 51A I 

Eighth Revised Sheet No. 101 I | 

Ninth Revised Sheet No. 103 

Eighth Revised Sheet No. 105 I | 

Seventh Revised Sheet No. 108 

Sixth Revised Sheet No. 109 I j 

Seventh Revised Sheet No. 110. 

MDU proposes that these sheets Im* I 1 

effective July 1.1985. MDU slates that | 
the priority entitlement volume change* 
on the tariff sheet reflect updated 
reclassification of natural gas for 
essential agricultural uses which meet 
the alternative fuels determination 
established pursuant to Order No 55 ^ 
seq. MDU avers that it has'submi’ted 
copies of this filing to all customers nnd 
persons listed on the official serv ice list 
in Docket No. RP76-91-000 Also. MOL 
Indicates that curtailment has been 
lifted on its system und no volume I [ 
limitations would be imposed on 
industrial customers during the 1985-66 
supply year. In addition. MDU indicate* 
that one customer name change is \\\ r 
incorporated in the field tariff sheets I w 
Any person desiring to be heard or to 
make any protest with reference to said ^ 
tariff sheet filings should on or before , 
February 25,1985. file with the Federal 
Energy Regulatory Commission. 

Washington. D.C. 20426. a motion to 
intervene or a protest in accordance 
with the requirements of the 
Commission's Rules of Practice ami 
Procedure (18 CFR 385.214 or 385 211 ) 
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All protests filed with the Commission 
will be considered by it in determining 
the appropriate action to be taken but 
will not serve to make the protestants 
parties to the proceeding. Any person 
wishing to become a party to a 
proceeding or to participate as a party in 
any hearing therein must file a motion to 
intervene in accordance with the 
Commission's Rules. 

Kenneth V. Plumb, 

Secretary. 

JFK Doc. 85-4411 Filed 2-21-85. 8:45 «m| 

8HLiMO COOC C717-OMC 


1 Docket Nos. TA64-2-37-0091 

Northwest Pipeline Corp.; Proposed 
Change in FERC Gas Tariff 

February 15.1965. 

Take notice that on February 7.1965 
Northwest Pipeline Corporation 
("Northwest") submitted for Tiling, to be 
a part of its FERC Gas Tariff. First 
Revised Volume No. 1, the following 
tariff sheets in compliance with 
Ordering Paragraph C of the Federal 
Energy Regulatory Commission's 
( Commission’s") order dated January 
14,1%5 at the above referenced docket. 
First Amended Second Revised Sheet 
No. 124 

Firs! Amended Third Revised Sheet No. 

124 

First Amended Third Revised Sheet No. 

127 

First Amended First Revised Sheet No. 

127-A* 

Northwest states the purpose of the 
filing is to eliminate the mid-period 
surcharge adjustment mechanism and 
adjust Northwest’s tariff to clearly 
piov ide that all gas supplier cash 
refunds will be credited to Account No 
191. 

Northwest requests an effective date 
of April l. 1984 corresponding to the 
effective date allowed in the 
Commission’s January 14,1985 order for 
First Amended Second Revised Sheet 
No. 124, First Amended Third Revised 
Sheet No. 127, and First Amended First 
Revised Sheet No. 127-A. An effective 
date of November 1.1984 is requested 
for First Amended Third Revised Sheet 
No 124 corresponding to the effective 
date allowed in the Commission’s 
October 31.1984 order at Docket No. 
TA85-1-37. 

A copy of this filing has been served 
on Northwest’s jurisdictional customers 
and interested state commissions. 

Any persons desiring to be heard or 
protest said tiling should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street, NE., Washington. 


D.C. 20426, in accordance with Rules 211 
or 214 of the Commission’s Rules of 
Practice and Ih'ocedure. All such 
petitions or protests should be Tiled on 
or before February 22. 1985. Protests will 
be considered by the Commission in 
determining the appropriate action to be. 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must Tile a petition to intervene. Copies 
of this filing are on Tile with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb. 

Secretary'. 

|FR Doc. 85-4412 Filed 2-21-85: 8:45 am| 

BILLING COOC 4717-01-M 


(Docket Nos. RP73-36-013. et at.) 

Panhandle Eastern Pipe Une Co., et a!.; 
Filing of Pipeline Refund Reports and 
Refund Plans 

February 15.1985. 

Take notice that the pipelines listed in 
the Appendix hereto have submitted to 
the Commission for filing proposed 
refund reports or refund plans. The dote 
of filing, docket number, and type of 
Tiling are also shown on the Appendix. 

Any person wishing to do so may 
submit comments in writing concerning 
the subject refund reports and plans. AJI 
such comments should be Tiled with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street NE.. 
Washington, D.C. 20426. on oc before 
February 25,1985. Copies of the 
respective filings are on Tile with the 
Commission and available for public 
inspection. 

Kenneth F Plumb. 

Secretary. 

Appendix 


dal* 

Company 

Dockei No 

Typolttmg 

watw I 

Panhan** 

Euwn 

urw 

Co 

RP73-36-013 

Report 


AJgorqun 

Ciaa 

Trananar 
aon Co 

RP72-*10-008 

Report 

I^ITSS 

ANR Ppaln# 

RPM-BO-WO 

Conpfcmc* 


Co 


l*ng 

2 '5/K j 

Co^aoMotad 
Goa Supc+r 
Corp 

RP72-157-072 
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[FR Doc. 85-4413 Filed 2-21-85; 8:45 am| 

BILLING COOC 4717-01-11 


I Docket Nos. OF-65-187-000. cl el. I 

County of Olmsted, et al.; Small Power 
Production and Cogeneration 
Facilities; Qualifying Status; Certificate 
Applications, etc. 

February 15, 1985. 

Comment dale: Thirty days from 
publication in the Federal Register, in 
accordance with Standard Paragraph E 
at the end of this notice. 

Take notice that the following Tilings 
have been made with the Commission: 

1. County of Olmsted 

(Docket No. QF85-187-0001 

On January 14.1985, the County of 
Olmsted. 1421 SE. 3rd Avenue. 

Rochester. Minnesota (Applicant) 
submitted for Tiling an application for 
certification of a facility as a qualifying 
small power production facility pursuant 
to 5 292.207 of the Commission’s 
regulations. No determination has been 
made that the submittal constitutes a 
complete Tiling. 

The small power production facility 
will be located in Rochester. Minnesota 
within the County of Olmsted. The 
facility will be comprised of an existing 
heating plant containing three gas/oil 
fired boilers connected in parallel with a 
new municipal solid waste combustion 
plant containing two steam generators. 
Steam from either plant can be used to 
drive steam-turbine generators and to 
provide thermal energy for process use. 
Anticipated operation of the existing 
heating plant will be only for peaking 
and emergency service after completion 
of the new plant. The primary energy 
source for the combined facility will 
therefore be biomass in the form of 
municipal solid waste. The electric 
power production capacity of the facility 
will be approximately 3500 kW. 
Construction of the new plant is 
scheduled to begin on or about 
September 1.1985. There arc no other 
biomass-fueled small power production 
facilities owned by the applicant located 
within one mile of the site. No electric 
utility, electric utility holding company, 
or any combination thereof has any 
ownership interest In the facility. 

2. Western Energy Engineers, Inc. 
(Klondike I) 

(Docket No QF85-213-000) 

On January 28,1985, Paul R. Gerst. 
Managing Director. Western Energy 
Engineers. Inc. (Applicant) of Box 474 
Newport Beach. California 92662 
submitted for Tiling an application for 
certiTication of a facility known as 
Klondike 1 as a qualifying cogeneration 
facility pursuant to 5 292.207 of the 
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Commission's regulations* No 
determination has been made that the 
submittal constitutes a complete filing. 

The proposed topping-cycle Klondike 
I cogeneration facility is located at 
Foussat and Industrial Streets in 
Oceanside. California. The facility will 
contain a combustion turbine-generator, 
a two pressure level heat recovery* 
boiler (HRB) and an extraction steam 
turbine-generator. The extracted steam 
together with low pressure steam from 
the HRB will be supplied to the host 
laundry and to absorption refrigeration 
equipment which provide refrigeration 
at the host athletic facility. The net 
electric power production of the facility 
will be 12.040 kVV. The primary energy 
source will be natural gas. The facility is 
scheduled to start commercial operation 
in winter of 1980. 

3. Sweetwater Power Corporation (San 
Bernardino) 

(Docket No QF85~218-000| 

On January 31.1985, Sweetwater 
Power Corporation (Applicant), of 4573 
Candleberry Avenue. Seal Beach. 
California 90740 submitted for filing an 
application for certification of a facility 
ns a qualifying small power production 
facility pursuant to 8 292.207 uf the 
Commission's regulations. No 
determination has been made that the 
submittal constitutes a complete filing. 

The facility is located in the city of 
Colton, in San Bernardino County. 
California. The primary energy source is 
biomass, in the form of wood waste. The 
electric power production capacity is 3,5 
megawatts. Natural gas will be used for 
combustion chamber startup 
(preheating) and occasional flame 
stabilization, and the facility may use up 
to 15% low sulfur coal for the same 
purpose; but these fuels will amount to 
no more than 15% of the total annual 
fuel consumption. 

4. Sweetwater Power Corporation (San 
(oaquin) 

(Docket No QF&5-219-4W0| 

On January 31.1985, Sweetwater 
Power Corporation (Applicant), of 4573 
Candlebeny Avenue. Seal Beach, 
California 90740 submitted for filing an 
application for certification of a facility 
as a qualifying small power production 
facility pursuant to S 292.207 of the 
Commission’s regulations. No 
determination has been made that the 
submittal constitutes a complete filing. 

The facility is located in the city of 
Manteca, in San Joaquin County, 
California. The primary energy source is 
biomass, in the form of wood waste. The 
electric power production capacity is 3.5 
megawatts. Natural gas will be used for 


combustion chamber startup 
(preheating) and occasional flame 
stabilization, and the facility may use up 
to 15% low sulfur coal for the same 
purpose: but these fuels will amount to 
no more than 15% of the total annual 
fuel consumption. 

5. County of Olmsted 
(Docket No. QF85-1B?-0)1| 

On January 14.1985. the County of 
Olmsted. (Applicant) of 1421 SB. 3rd 
Avenue. Rochester. Minnesota 55902 
submitted for filing an application for 
certification of a facility as a qualifying 
cogeneration facility pursuant to 
8 292.207 of the Commission's 
regulations. No determination has been 
made that the submittal constitutes a 
complete filing. 

The topping-cycle cogeneration 
facility will be located in Rochester. 
Minnesota within the County of 
Olmsted. The facility will be comprised 
of an existing heating plant containing 
three gas/oil fired boilers connected in 
parallel with a new municipal solid 
waste combustion plant containing two 
steam generators. Steam from either 
plant can be used to drive steam-turbine 
generators and to provide thermal 
energy for process use. Anticipated 
operation of the existing heating plant 
will be only for peaking and emergency 
service after completion of the new 
plant. The primary energy source for the 
combined facility will therefore be 
biomass in the form of municipal solid 
waste. The electric power production 
capacity of the facility will be 
approximately 3500 kW. Construction of 
the new plant is scheduled to begin on 
or about September 1,1985. No electric 
utility, electric utility holding company, 
or any combination thereof has any 
ownership interest in the facility. 

6. Sweetwater Power Corporation 
(Tulare County) 

(Docket No. QFB5-217-000) 

On January 31.1985. Sweetwater 
Power Corporation (Applicant), of 4573 
Candleberry Avenue. Seal Beach, 
California 90740 submitted for filing an 
application for certification of a facility 
as a qualifying small power production 
facility pursuant to 8 292.207 of the 
Commission’s regulations. No 
determination has been made that the 
submittal constitutes a complete filing. 

The facility is located in the city of 
Goshen, in Tulare County, California. 
The primary energy source is biomass, 
in the form of wood waste. The electric 
power production capacity is 3.5 
megawatts. Natural gas will be used for 
combustion chamber startup 
(preheating) and occasional flame 


stabilization, and the facility may u*r up 
to 15% low sulfur coal for the same 
purpose; but these fuels will amount to 
no more than 15% of the total annual 
fuel consumption. 

7. Richmond Sanitary* Service 
(Docket No. QF85-215-000) 

On (anuary 29, 1985, Richmond 
Sanitary Service. (Applicant) of 205 4 hi 
S treet. Richmond. California 94805. 
submitted for filing an application for 
certification of a facility as a qualifying 
small power production facility pursuant 
to 8 292.207 of the Commission’s 
regulations. No determination has been 
made that the submittal constitutes a 
complete filing. 

The small power production facility, 
to be located at the West Contra Costa 
Landfill, will have up to 3 megawatts of 
output capacity and will be fueled by 
methane gas recovered from the West 
Contra Costa Landfill which is located 
at the foot of Parr Boulevard in 
Richmond. California. 

8. Learning/Pacquin Division. Pfizer, Inc 
| Docket No. QF85-2Q5-ono| 

On January 24,1985, the Learning/ 
Pocquin Division of Pfizer, Inc., 100 
lefferson Road. Parsippany. New Jersey 
07054 (Applicant) submitted for Filins an 
application for certification of a facility 
as a qualifying cogeneration facility 
pursuant to 8 292.207 of the 
Commission’s regulations. No 
determination has been made that the 
submittal constitutes a complete filing. 

The proposed topping-cycle 
cogeneration facility will be located in 
Parsippany. New Jersey. The facility will 
consist of a 9-cylinder reciprocating 
engine generator set which will exhaust 
through a waste heat recovery boiler to 
produce hot water and steam for 
process and heating uses. The primary 
energy source will be natural gas with 
diesel fuel usable as an alternative if 
and as required. The electric power 
production capacity will be 048 kW on 
natural gas operation, and 683 MW on 
diesel fuel operation. Construction is 
scheduled to begin in March 1985 and 
operation is expected to commence n 
October 1965. 

9. Bio-Energy Services Corp. 

(Docket No QF85-223-000) 

On February 4,1985, Bio-Energy’ 
Services Corp., (Applicant) of 221 Canal 
Street. Ellenville, New York 12428. 
submitted for filing an application for 
certification of a facility as a qualifying 
cogeneration facility pursuant to 
8 292.207 of the Commission's 
regulations. No determination has been 
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made that the submittal constitutes a 
complete Filing. 

The topping-cycle cogeneration 
facility will be installed at the Riverside 
Ceneral Hospital in Secaucus. New 
fersey. It will consist of a natural gas 
fueled reciprocating engine driving an 
induction generator and producing 
approximately 168 kW of electric power. 
The engine’s waste heat will be used to 
supply energy to both the domestic and 
hydronic hot water systems. The 
installation of the facility will begin in 
early March. 1985. 

10. Atlantic Power Development Corp. 

(Docket No. QF85-213-000] 

On January 30.1985, Atlantic Power 
Development Corp. (Applicant), of 401 C 
Street, NE.. Washington, D.C, 20002 
submitted for Filing an application for 
certification of a facility as a qualifying 
small power production facility pursuant 
to § 292.207 of the Commission’s 
regulations. No determination has been 
made that the submittal constitutes a 
complete Filing. 

The 5.0 megawatt hydroelectric 
facility (P. 3228) is located in Armstrong 
County, Pennsylvania near the 
Mahoning Creek Dam. 

Any person desiring to be heard or 
objecting to the granting of qualifying 
status should file a petition to intervene 
or protest with the Federal Energy 
Regulatory Commission. 825 North 
Capitol Street NE.. Washington, D.C 
2W26, in accordance with rules 211 and 
214 of the Commission's Rules of 
Practice and Procedure. All such 
petitions or protests must be filed within 
30 days after the date of publication of 
this notice and must be serv ed on the 
applicant. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must File a petition to 
intervene. Copies of this filing are on File 
with the Commission and are available 
for public inspection. 

A separate application is required for 
a hydroelectric project license, 
preliminary permit or exemption from 
licensing. Comments on such 
applications are requested by separate 
public notice. Qualifying status serves 
only to establish eligibility for beneFits 
provided by PURPA, as implemented by 
the Commission’s regulations, 18 CFR 
"art 292. It does not relieve a facility of 
®ny other requirements of local, State or 
Federal law. including those regarding 
siting, construction, operation, licensing 
and pollution abatement. 

Standard Paragraphs: 

F. Any person desiring to be heard or 
to protest said filing should file a motion 


to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street. NE., Washington. 
D.C. 20420, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). All such motions or 
protests should be filed on or before the 
comment date. Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must File a motion to intervene. Copies 
of this Filing are on File with the 
Commission and are available'for public 
inspection. 

Kenneth F. Plumb, 

Secretary . 

[FR Doc. 85-4408 Filed 2-21-85: 8:45 am) 

BtUJNQ COOC *717-01-* 


(Docket Nos. ID-2153-000, et at I 

Harrie R. Nims; Interlocking 
Directorate Applications 

February 15,1985. 

Take notice that the following filings 
have been made with the Commission: 

1. Harrie R. Nims 

(Docket No. ID-2153-0001 
Take notice that on February 4,1985, 
Harrie R. Nims (applicant) filed an 
application pursuant to Section 305(b) of 
the Federal Power Act to hold the 
following positions: 

Vice President—The Connecticut Light 
and Power Company 
Vice President—Western Massachusetts 
Electric Company 

Vice President—Holyoke Water Power 
Company 

Vice President—Holyoke Power and 
Electric Company. 

Comment date: March 4.1985, in 
accordance with Standard Paragraph E 
at the end of this notice. 

2. John N. Nordstrom 

(Docket No. ID-2155-000] 

Take notice that on February 7.1985. 
John N. Nordstrom (applicant) Filed an 
application pursuant to Section 305(b) of 
the Federal Power Act to hold the 
follow ing positions: 

Director—Puget Sound Power A Light 
Company 

Director—Sea first Corporation 
Director—Seattle—First National Bank. 

Comment date: March 4,1985, in 
accordance with Standard Paragraph E 
at the end of this notice. 


3. Anthony G. Schuster 

(Docket No. ID-2156-000) 

Take notice that on February 7,1985, 
Anthony G. Schuster (applicant) Filed an 
application pursuant to Section 305(b) of 
the Federal Power Act to hold the 
following positions: 

Vice President—Power Supply. 
Northern States Power Company— 
Minnesota * 

Vice President—Power Supply, 
Northern States Power Company— 
Wisconsin. 

Comment date: March 4,1985, in 
accordance with Standard Paragraph E 
at the end of this notice. 

Standard Paragraphs: 

E. Any person desiring to be heard or 
to protest said Filing should File a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street NW.. Washington. 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). All such motions or 
protests should be filed on or before the 
comment date. Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a motion to intervene. Copies 
of this filing are on File with the 
Commission and are available for pubic 
inspection. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc. 85-4407 Filed 2-21-85: 8:45 am) 

8«tUN0 COOC 6717-01-M 


Tenneco Oil Co. et al.; Quarterly Status 
Conferences 


Teruseco Oil Company. 
Houston Oil * Minerals 
Corporation, Tenneco Ex¬ 
ploration. Ltd.. Tenneco 
Exploration It. Lid.. 
Tinco. Ltd., and Tenneco 
West. Inc. 

Transcontinental Cat Pipe 
Line Corporation. 


Producer-Suppliers of 
Transcontinental Gas 
Pipe Line Corporation. 

Producer Suppliers of 

Transco Gas Supply 
Company. 

Producer-Supplier* of 

Transco Gas Supply 
Company and Transcon¬ 
tinental Gas Pipe Line 
Corporation. 

Columbia Gmr Transmis¬ 
sion Corporation and Co¬ 
lumbia Gulf Transmission 
Company. 


Docket Nos. ClKV- 
289-000 through 
CI83-289-OZ3. 


Docket Nos. RPU3- 
11-000 through 
RP8J-11-028, 
RPB3-30-000 

Docket No CPB3- 
279-002. 

Docket No, CPB3- 
340-003 

Docket Nos. CT83- 
428-001 through 
CPB3-428-014. 


Docket Nos. CP83- 
452-000 through 
CP83-452-015 
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Tennr&s** Cot P\p* 140* 
Company a Division of 
Tmmtco Inc. 


PanMark Cat Company 


Trunklinr Cat Company 

Panhandle Rrtirm Pfpr* 
Line Company 

Trunkline Cat Company 
and PanMark Gat Com¬ 
pany 

Punhandfe Eastern Pipe 
Line Corporation and 
PanM.uk Gee Company 

Texas Eastern Transmis¬ 
sion Corporation and 
Producer-Suppliers of 
Texas Eastern Transmis¬ 
sion Corporation. 

Cities Service Ol and Gas 
Corporation. Cities Off¬ 
shore Production Compa¬ 
ny and Oxy Petroleum. 
Inc. 

TXP Operating Company .-~- 

Amoco Production Compa¬ 
ny 

El Paso Natural Gas Com¬ 
pany. 


DuckH Noa. CT83- 
502-000 through 
OWOMIOI, 
0 * 3 - 502 - 0 ) 8 , 
0*3-502-013. 
Ducket Noa CHD- 
333-000 through 
0*3-3X3-018, 
Ducket No. CPBJ- 
342-00(1 

Docket No. CPB3- 
143-000 

Docket No. CPnj- 

354- 000. 

Docket No. CPB.V 

355- 000 

Docket Nos CPlH- 
244-000. 0*3-244- 

nm 


Docket Nos. C1S4- 
332-000 through 
CIM-312-003 


Docket No. CIM- 
374-000. 

Docket No CTA4- 
485-000 

Docket No. 0*4- 
sjfMm 


February 10.1005. 

Listed below are quarterly status 
conferences to be held pursuant to 


Commission order of September 26. 

1984. to evaluate whether the 
implementation of the special marketing 
program in each proceeding is achieving 
the Commission's purposes. The 
conferences shall be held at the offices 
of the Commission at 025 North Capitol 
Street, N.E., Washington. D.C. All 
interested persons and Staff are invited 
to attend. 

1. Amoco. 2:00 p.m., Tuesday. March 
12. 1985. 

2. PanMark. 10:00 a.m.. Tuesday. 
March 19.1985, 

3. Tcnneflex. 2:00 p.m., Tuesday, 
March 19, 1985. 

4. Columbia. 2:00 p.m.. Wednesday. 
March 20.1985. 

5. Transmart. 2:00 p.m.. Thursday. 
March 21.1985. 

6. COGS. 10:00 a.m., Friday, March 22. 

1985. 


Kenneth F. Plumb, 

Secretary . 

|FR Doc. 85-4421 Filed 2-21-85; 8:45 am] 
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Office of Hearing and Appeals 

Cases Filed; Week of January 18 
Through January 25, 1985 

During the Week of January 18 
through January 25.1985. the appeals 
and applications for exception or other 
relief listed in the Appendix to this 
Notice were filed with the Office of 
Hearings and Appeals of the 
Department of Energy. 

Under DOE procedural regulation; 10 
CFR Part 205, any person who will be 
aggrieved by the DOE action sought in 
these cases may file written comment* 
on the application within ten days of 
service of notice, as prescribed in the 
procedural regulations. For purposes of 
the regulations, the date of service of 
notice is deemed to be the date of 
publication of this Notice or the date of 
receipt by an aggrieved person of actual 
notice, whichever occurs first. All such 
comments shall be filed with the Office 
of Hearings and Appeals, Departm^r.: of 
Energy, Washington. D C. 20585. 

George B. Brcrcnay, 

Director. Office of Hearing* and Appeals. 

February 12.1985. 


List of Cases Received by the Office of Hearings ano Appeals 


IWMk ol Jan 10 tlfOU^I JOA ?6 1905) 



Refund Applications Received 


(Wc*i ol January ’8 through January 25. IMS] 


Data 

Nam# of ratad 
procawftno and noma of 
retina oppOcant 

Cm • No 

Mugrad 

Jan ti. IMS 

WNconam mduytnof Fuair 
A**#* 4 PirtroNum. 
me 

RF7S-1 

Jan 16. 1flB6_ 

Tto Manx Corpvj 8 K Co , 

PF76-1 

Do- 

Hamtara me Donamto ] 
Frozen Food* ire 

RF79-3 

Jan 17, 1985 

Van Goa, me Edward J 1 
KaNy 

RF60-4 

Jan IS, IMS - 

3 AX Of Co tlMC‘% Son, 

ca Cavdor 

RF71-S 

Do 

Aj«r> Envrgy/Homo* 

HugtM 

RF73-2 

Jan 72 1965 

Rairnard Doftrtoutorx/Cto 
Flum Wc«h 

NF/ 2-2 • 

Op_ 

AHa Erwgy/Grova* 

Wfcon 

PF73-3 

Do 

AM Fnargr/Ftad**» 

; RF73-4 

Do 

Aj 1 » • 

Chevron 

RF73-5 

Do 

AM Enargy/Movorwy Of 

Ca 

RF73-4 

Do . 

Alto* Enargy^Howard 

UcCaHon 

RF7S-7 


Refund Applications Received—C ontinued 


(Woo* of January it mrougn January 25, IMS) 


Dafta 

Norn* ol raft** 
procaading and noma of 
rafund app*c#nf 

Caaa No 
atwgnad 

Do 

Art#* Enorg|/K#n Nppor 

PF73-4 

Do . 

Consofetotcd Gat Suffer 

Par goo 

RF77-1 

Oo _ 

Handera me ' 8 *ancfiar<r« 
Oa*on Serve# 

RF79-2 

Jan 23 198$ 

Artn Ena gy 8 *ue Dot 08 ( 
Corp 

RF73-9 

Do_ 

Conoco/Moran OH Mar 
( 10 * 09 . Inc 

PF 34-32 

Oo .. 

Rcftardf OH Co/Owan# 

feocto 

RF 70-15 

Do 

fteftorda Of JoPr n Mig 

4 Surety Ca 

RF 70-16 

00 _ 

Rchorda Oa/Oonaktoono 

RF70-17 

Do _ 

Brawn CM Ca'Jorm w 
HufcL 

RF39-3 

Do_ 

war Paarttown Co7 
SMO me 

«F7§.1 

Do._1 

Honda!'* me /ConrwcOcut 

RF7S-1 


Cotoga 


0 O 

Wafer Pa* Co ./Maryland 
Star# Panrftam ary 

PF71-7 


Refund Applications Received—C ontinjsd 


I Wa at i of January 18 tfvougft January 25. IMS) 



Nam# of refund 

Co** N 

Data 

{MocMdry and noma of 
rotond appftrarf 


ton 24. 1988 

Wafer Pol Co Sooca Pot 

RF75 1 


4 Chomcot Co 



Notices of Objection Receiveo 

(Wood of Jan. in twugn Jan 25 1986) 



Noma a"d o. 4 fc> of Co« to 

a oaor a r* 


Rnw Ol Co. Labanroa mCE-01* 
IN 
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Cases Filed; Week of January 25 
Through February 1 t 1985 

During the Week of January 25 
through February 1.1985, the appeals 
4ind applications for exception or other 
relief listed in the Appendix to this 
Notice were filed with the Office of 
Hearings and Appeals of the 
Department of Energy. 


Under DOE procedural regulations, 10 
CFR Part 205, any person who will be 
aggrieved by the DOE action sought in 
these cases may file written comments 
on the application within ten days of 
service of notice, as prescribed in the 
procedural regulations. For purposes of 
the regulations, the date of service of 
notice is deemed to be the date of 
publication of this Notice or the date of 


receipt by an aggrieved person of actual 
notice, whichever occurs first. All such 
comments shall be filed with the OfTice 
of Hearings and Appeals. Department of 
Energy, Washington. D.C. 20585. 

Dated: February 12,1965. 

George B. Brexnay. 

Director. Office of Hearings and Appeals. 


List of Osts Received by the Office of Hearings and Appeals 



Refund Applications Received 


(WMfc o« Jan 25 10 F*6 1. 1065] 


Date 

Nam® ot refund 

procovOna and nanw 
o« nxund appear* 

Com No 

MtyitO 

n ». 1985_ 

RwNrt Owefeuttn/ 
Jem Lodfca 

RF72-J 

Oft 

• Inc/ 

Woodtewn Ftftng 
Statton. Ire 

RF79-4 

00__ 

Behan* 09 Co/ 
RourCW 

Architectural Mata* 

RF70-18 

Oft 

Witter Pat C /&* 
Satet Corp 

RF78-4 

* ». 1966_ 

Behan* Ot CoVFad 
Motor Co 

RF70-19 

Oft 

NandaTa Inc/Andy a 
5>«rvica Cantor A 
Sona 

RF78-6 

* 4 1985_ 

Amooo/Trwoatoo'n A 

Aaaoctetea 

Rf21-1237S 

Da * _ 

rte 

RF21-12374 

DO_ 

Amoco Atm Ot Co. _ 

RFZ1-1Z375 

Do. ■ 

i, . do,_ u _ 

Rf21-12376 

RF21-12377 

Oo__1 

Amoco/Kiaora 09 Co 

* 1985_ 

Van Goa. Inc /IA 
Rua« 

RF66-6 

0ft- 

Van Gat. Inc/Janica 

M OBrtm 

RF66-6 


Refund Applications Received— Continued 


(Wnk ot Jan 25 to Ft* t. 19691 



Mama of raAmd 

Com No 

Date 

proooodma and nama 
of rtftjnrf appfcanrt 

aaagnad 

Jan 29. 1985 

Retard Of/SteMna 

RF7O-20 


Cocnfy Court 

Moum 


Jan. 30. 1685_ 

nchan* f *1atei. 

RF70-21 


Roatucft 4 Co 

Jan Si. 1966-_ 

Amtef/Grafcte 08 Co . 

RF46-26 


fnc. 

Jan 28. 1965 1ft 

Odf Rotund 

Rf40-1647 

Fat 1. 1985 

AppeMon* 

trough 

RF40-M66. 


|FR Doc. 85—4445 Filed 2-21-85; 8:45 am) 
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Jssuanace of Proposed Decisions and 
Orders; Period of December 24,1984, 
Through January 11,1985 

During the period of December 24, 
1984 through January 11,1985, the 
proposed decisions and orders 


summarized below were issued by the 
Office of Hearings and Appeals of the 
Department of Energy with regard to 
applications for exception. 

Under the procedural regulations that 
apply to exception proceedings (10 CFR 
Part 205, Subpart D), any person who 
will be aggrieved by the issuance of a 
proposed decision and order in final 
form may file a written notice of 
objection within ten days of service. For 
purpose of the procedural regulations, 
the date of service of notice is deemed 
to be the date of publication of this 
Notice or the date an aggrieved person 
receives actual notice, whichever occurs 
first. 

The procedural regulations provide 
that an aggrieved party who fails to file 
a Notice of Objection within the time 
period specified In the regulations will 
be deemed to consent to the issuance of 
the proposed decision and order in final 
form. An aggrieved party who wishes to 
contest a determination made in a 
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proposed decision and order must also 
file a detailed statement of objections 
within 30 days of the date of service of 
the proposed decision and order. In the 
statement of objections, the aggrieved 
party must specify each issue of fact or 
law that it intends to contest in any 
further proceeding involving the 
exception matter. 

Copies of the full text of these 
proposed decisions and orders are 
available in the Public Docket Room of 
the Office of Hearings and Appeals, 
Room IE-234. Forrestal Building. 1000 
Independence Avenue, SW.. 
Washington. D.C. 20585. Monday 
through Friday, between the hours of 
1:00 p.m. and 5:00 p.m.. except federal 
holidays. 

February 14.1985. 

George B. Breznay, 

Director ; Office of Hearings and Appeals, 
Abajo Petroleum. Inc. Monti cello . Utah. 

11 EE-0108, reporting requirements 
On November 23,1984. Abajo Petroleum. 
Inc. (Abajo) Hied an Application for 
Exception from the requirement to file Form 
FJA-782B, entitled “Reseller/Retailers' 
Monthly Petroleum Product Sales Report.'* 
The exception request, if granted, would 
permit Abajo to forego the monthly reporting 
requirement. On fanuary 10.1985. the 
Department of Energy issued a Proposed 
Decision and Order which determined that 
the exception request be denied. 

LB Carter Heating. Caribou . Maine. HEE- 

0107. reporting requirements 
On November 14. 1984. LB. Carter Heating 
(Carter) filed an Application for Exception 
from the requirement to file Form EIA-782B. 
entitled "Rescller/Retailers* Monthly 
Petroleum Product Sales Report.’* The 
exception request, if granted, would permit 
Carter to forego the monthly reporting 
requirement. On January 10.1985. the 
Department of Energy issued a Proposed 
Decision and Order which determined that 
the exception request be denied. 

Zoubck OH Company. Norfolk. Nebraska. 

HER-0106. reporting requirements 
On November 6.1984. Zoubek Oil 
Company (Zoubek) filed an Application for 
Exception from the requirement to file Form 
EIA-782B. entitled ’’Reseller/Retailers' 
Monthly Petroleum Product Sales Report 
The exception request, if granted, would 
permit Zoubek to forego the monthly 
reporting requirement. On January 11.1985. 
the Department of Energy issued a Proposed 
Decision and Order which determined that 
the exception request be denied. 

|FR Doc. 85-4441 Filed 2-21-85; 8:45 am) 

BILLING CODE 6450-01 -H 


Issuance of Proposed Decision and 
Order; Week of January 14 Through 
January 18, 1985 

During the week of January 14 through 
January 18,1985. the proposed decision 


and order summarized below was 
issued by the Office of Hearings and 
Appeals of the Department of Energy 
with regard to an application for 
exception. 

Under the procedural regulations that 
apply to exception proceedings (10 CFR 
Part 205, Subpart D), any person who 
will be aggrieved by the issuance of a 
proposed decision and order in final 
form may file a written notice of 
objection within ten days of service. For 
purposes of the procedural regulations, 
the date of service of notice is deemed 
to be the date of publication of this 
Notice or the date an aggrieved person 
receives actual notice, whichever occurs 
first. 

The procedural regulations provide 
that an aggrieved party who fails to file 
a Notice of Objection within the time 
period specified in the regulations will 
be deemed to consent to the issuance of 
the proposed decision and order in final 
form. An aggrieved party who wishes to 
contest a determination made in a 
proposed decision and order must also 
file a detailed statement of objections 
within 30 days of the date of service of 
the proposed decision and order. In the 
statement of objections, the aggrieved 
party must specify each issue of fact or 
law that it intends to contest in any 
further proceeding involving the 
exception matter. 

Copies of the full text of this proposed 
decision and order are available in the 
Public Docket Room of the Office of 
Hearings and Appeals. Room IE-234, 
Forrestal Building, 1000 Independence 
Avenue. SW, Washington, D.C. 20585, 
Monday through Friday, between the 
hours of 1:00 p.m. and 5:00 p.m., except 
Federal holidays. 

George B. Breznay, 

Director. Office of Hearings and Appeals. 
February 14. 1985, 

Biner Oil Company, tebanon. Indiana. HRO- 
0110. reporting requirements 

Riner Oil Company filed an Application for 
Exception from the provisions of the EIA 
reporting requirements. The exception 
request, if granted, would relieve Riner of its 
obligation to submit Form EIA-782B. entitled 
“Reseller/Retailers’ Monthly Petroleum 
Product Sales Report.” On January 14.1985. 
the Department of Energy issued a Proposed 
Decision and Order which determined that 
the Exception request be denied. 

|FR Doc 65-4442 Filed 2-21-85; 8:45 am| 
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Issuance of Proposed Decision and 
Order; Week of January 22 Through 
January 25, 1985 

During the week of January 22 through 
January 25,1985. the proposed decision 


and order summarized below was I 

issued by the Office of Hearings and I 
Appeals of the Department of Energy I 
with regard to an application for | 

exception. I 

Under the procedural regulations that I 
apply to exception proceedings (10 CFR I 
Part 205. Subpart D), any person who 1 

will be aggrieved by the issuance of a I 

proposed decision and order in final I 
form may file a written notice of I 

objection within ten days of service. For I 
purposes of the procedural regulations. I 

the date of service of notice is deemed 8 
to be the date of publication of this I 

Notice or the date an aggrieved person I 
receives actual notice, whichever occurs I 

first. W 

The procedural regulations provide I 

that an aggrieved party who fails to file | 
a Notice of Objection within the time I 
period specified in the regulations will I 
be deemed to consent to the issuance of I 
the proposed decision and order in final I 
form. An aggrieved party who wishes to I 
contest a determination made in a I 

proposed decision and order must also I 
file a detailed statement of objections I 

within 30 days of the date of service of I 
the proposed decision and order. In the I 
statement of objections, the aggrieved I 

party must specify each issue of fact or I 
law that it intends to contest in any I 

further proceeding involving the I 

exception matter. I 

Copies of the full text of this proposed I 
decision and order are available in the I 
Public Docket Room of the Office of I 
Hearings and Appeals, Room IE-234. I 

Forrestal Building. 1000 Independence I 

Avenue. SW. Washington. D.C. 20585 I 

Monday through Friday, between the I 

hours of 1:00 p.m. and 5:00 p.m.. except I 
federal holidays. I 

George B. Breznay, I 

Director. Office of Hearings and Appeals I 

February 12.1985. I 

Ball Tire & Can. Inc.. Alpena. Michigan . I 

HEE-0109 I 

Ball Tire & Gas, Inc. filed an Application I 

for Exception which, if granted, would relieve I 
Ihe firm of the requirement to file Form EIA- I 
782B, entitled “Resellor/Rctailcrs’ Monthly I 

Petroleum Product Sales Report ’* On January I 
25.1985. the Department of Energy issued a I 

Proposed Decision and Order which I 

determined that the exception request he I 

denied. I 

|FR Doc. 85-444!) Filed 2-21-85; 8:45 am| I 
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Western Area Power Administration 

Record of Decision To Construct the 
Rifle-San Juan 345-kV Transmission 
Line Project in Colorado and New 
Mexico 

agency: Western Area Power 
Administration. DOE. 
action: Record of decision for the Rifle- 
Snn Juan 345-kV Transmission Line 
Project, Colorado and New Mexico. 

summary: The U.S. Department of 
Energy (DOE). Western Area Power 
Administration (Western) has decided 
to fund its participation in the 
construction of about 283 miles of single- 
circuit 345-kV transmission line and 
associated facilities between the 
Colorado-Ute Electric Association, Inc. 
(Colorado-Ute). Rifle Substation near 
Rifle. Colorado, and the San Juan 
Generating Station near Farmington. 

New Mexico. The Rural Electrification 
Administration (REA), the lead agency 
in the preparation of the Rifle to San 
Iuan 345-kV transmission line and 
associated facilities environmental 
impact statement (E1S). issued a drafts 
E1S (USDA-REA-WAE-EIS (ADM) 81- 
4-D) in July 1981: a supplemental draft 
FIS (USDA-REA-WAE-E1S (ADM) 83- 
t-D) in July 1983; a final EIS (USDA- 
RRA-WAE-EIS (ADM) 85-1-D) in 
March 1984; and a record of decision 
(ROD) on August 14.1984. Western has 
been involved in the REA environmental 
process for the project as a cooperating 
agency, and has independently 
evaluated the alternatives presented in 
the REA EIS. The environmentally 
preferred corridor identified in the final 
FIS has been selected for the 
construction of a single-circuit 345-kV 
transmission line from Rifle, Colorado, 
to San Juan, New Mexico. 

DOE has adopted the REA’s EIS for 
the project and the mitigation measures 
identified in section 2.3 of the final EIS. 
After issuing the final EIS, REA 
requested Western to assume the lead 
agency role for project compliance with 
section 106 of the National Historic 
Preservation Act. Western will ensure 
the provisions of section 106 arc met 
before financing its participation. 

POP FURTHER INFORMATION CONTACT. 

Mr. Mark N. Silverman. Area Manager. 
Western Area Power Administration, 
p O. Box 11808. Salt lake City, UT 
84147, (801) 524-6372. 
supplementary information: Three 
participants —Colorado-Ute. Western, 
and Public Service Company of 
Colorado (PSC)—will design, construct, 
operate, and maintain approximately 
283 miles of single-circuit 345-kV 
transmission line from Colorado-Ute’s 


Rifle Substation in Garfield County. 
Colorado, to the San Juan Generation 
Station in San |uan County. New 
Mexico. Associated facilities include 
expansion of existing substations at 
Grand (unction. Montrose, and Durango; 
construction of a new substation (Long 
Hollow) near Durango. Colorado; 
addition of transmission line 
termination facilities at Colorado-Ute's 
Rifle Substation and at the San )uan 
Generating Station Switchyard; and the 
construction of approximately ? miles of 
115-kV transmission line on double- 
circuit towers from the proposed Long 
Hollow Substation to the existing 
Durango Substation. 

The cost, maintenance, and capacity 
of the proposed line would be shared 
among the three participants. For the 
line section between Rifle and Grand 
Junction, the line would be shared os 
follows: Colorado-Ute. 37.5 percent: 
Western. 37.5 percent; and PSC 25 
percent. For the line section between 
Grand Junction and the San Juan 
Generating Station, the line would be 
shared as follows: Colorado-Ute. 50 
percent; and Western, 50 percent. 
W r estem is not participating in the 7 
miles of 115-kV transmission line bom 
proposed Long Hollow Substation to the 
Durango Substation. 

In 1979, Colorado-Ute proposed to 
construct and operate a 345-kV 
transmission line project from Rifle. 
Colorado, to the San Juan Generating 
Station near Farmington. New Mexico. 
REA contracted other governmental 
agencies and interest organizations to 
obtain their opinion and guidance in 
fields in which they may have special 
knowledge or authority, and the public 
was formally requested to provide input 
at scheduled public meetings held in 
Rifle. Grand Junction, Delta. Montrose. 
Norwood. Dove Creek, Cortez, and 
Durango, Colorado, and Farmington, 
New Mexico. Western, the Bureau of 
Land Management (BLM), and the 
Forest Serv ice (FS) became cooperating 
agencies. 

A draft EIS was issued in July 1961, 
evaluating a double-circuit 345-kV 
transmission line and associated 
facilities from Rifle to the San )uan 
Generating Station. The double-circuit 
project as described in the draft EIS, 
was jointly proposed by Colorado-Ute 
and Western. The preferred route 
extended from Rifle to the North Fork 
Valley, to Delta, to Montrose, to 
Norwood, to Lost Canyon, to Durango, 
and then to the San Juan Generating 
Station and Western's Shiprock 
Substation. Alternatives to the proposed 
project and alternative routes were also 
identified and evaluated. 


In August 1981. REA held three public 
hearings to obtain comments on the 
draft EIS. These hearings were held in 
Montrose and Durango, Colorado, and 
Farmington, New Mexico. Written 
comments were also received from 
Federal, State, and local agencies and 
interested individuals. In the meantime, 
the Colorado Public Utilities 
Commission (PUC) denied Colorado-Ute 
a Certificate of Public Convenience and 
Necessity (certificate) for the proposed 
project. Consequently, REA decided not 
to issue a final EIS on the proposed 
project. 

In issuing its dental of a certificate, 
the PUC suggested that Colorado-Ute 
and Western revise their plan and 
include PSC as a participant. Colorado- 
Ute then developed e coordinated 
transmission system plan with Western 
and PSC. 

Project modifications in the 
coordinated proposal resulted from PUC 
staff recommendations and input from 
Federal. State, and local agencies, and 
the public. The modified proposal 
consisting of a single-circuit 345-kV 
transmission line and associated 
facilities, from Rifle. Colorado, to the 
San |uan Generating Station. 

After studying the modified project 
proposal, REA. Western. BLM. and FS. 
determined that the modifications 
constituted a substantial change from 
the originally proposed project. Asa 
result, under the Council on 
Environmental Quality (CEQ) 
Regulations. 40 CFR Parts 1500-1508, the 
lead and cooperating agencies decided 
that a supplemental draft EIS should be 
prepared. The purpose of the 
supplemental draft EIS was to evaluate 
the revised project alternative corridors 
and other reasonable options, and allow 
adequate opportunity for public review 
of and comment on the revised project 
Western participated in the 
development of the supplemental draft 
EIS. 

The PUC isssued a certificate for the 
revised project The public has had an 
opportunity to comment on the revised 
project at hearings before the PUC and 
at several meetings held in Garfield, 
Mesa, Delta, and Montezuma Counties 
of Colorado. The public was also invited 
to submit additional comments to REA 
during public information meetings 
hosted by Colorado-Ute in Rifle. 
DeBeque Palisade, Durango, and 
Montrose. Colorado, in March 1983. and 
in the Federal Register issued by REA 
on March 18.1983. The public had 
further opportunity to comment on the 
revised project and the supplemental 
draft EIS at public comment hearings 
held in Grand (unction, Montrose. 
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Durango, and Cortez, Colorado, from 
July 25 through July 28.1983. Western 
cooperated in the meetings and hearings 
in regard to its participation in the 
project. A final E1S was issued in March 
1984. 

Description of Alternatives 

DOE cooperated in the development 
and adopted the alternatives presented 
in the REA EIS. The alternatives include: 

1. Energy conservation. 

2. Purchase of required power. 

3. Noncentralized generation facilities. 

4. Upgrading/rebuilding existing 
transmission facilities. 

5. Installation of series compensation. 

0. Transmission system alternatives 

proposed by others. 

7. Construction of a 500*kV or 76$-kV 
transmission line. 

8. Construction of a 400-kV direct-current 
transmission line. 

9. Construction of an underground 
transmission line. 

10. Rifle-Grand Junction, single-circuit 
345=kV: Grand junction-Shiprock, single¬ 
circuit 230 kV transmission line. 

11. Rifle-Grand Junction, single-circuit 
345 =» kV: Grand junction-Shiprock. double¬ 
circuit 345 kV transmission line. 

12. Rifle-Shiprock. single-circuit 230-kV 
transmission line. 

13. Rifle-Shiprock. two single-circuit 115-kV 
transmission lines. 

14. Rifle-Grand Junction, double-circuit 345- 
kV; Grand |unction-San Jaun single-circuit: 
345 = k V transmission line. 

15. Rifle-San Juan, double-circuit 345-kV 
transmission tine (original project). 

18. Rifle-San Juan. single-circuit 345-kV 
transmission line (proposed project). 

17. Alternative routes and substation sites. 

18. Alternative tower designs. 

Those alternatives are described in 
detail in the supplemental draft EIS. 
Western has selected the proposed 
action, i.e., construction of a single- 
circuit 345-kV transmission line from 
Rifle, Colorado, to the San Juan 
Generating Station. New Mexico. This 
alternative is the environmentally 
preferred corridor for the construction of 
the project 

Basis of Decision 

Western considered power demands, 
reliability needs, cost, environmental 
impacts, system studies, existing access, 
and future planning needs in its 
decision. Insufficient transmission 
capacity in southwestern Colorado 
would result from the no action 
alternative. This alternative, while not 
impacting the environment, would not 
resolve the power supply and reliability 
problems associated with the existing 
Rifle-Curecanti 230-kV transmission 
line. Maintaining the present system 
would not satisfy Western’s existing 
and projected long-range energy 


requirements. The no action alternative 
would necessitate Western to construct 
their own separate facilities. 

The Rifle to Grand junction single- 
circuit 345-kV; Grand Junction to 
Shiprock single-circuit 230-kV 
transmission line alternative would use 
somewhat smaller towers and narrower 
ROW between Grand Junction and 
Shiprock but does not meet the energy 
requirements of Western. This 
alternative would improve reliability of 
service to southwestern Colorado, but is 
not as effective as the proposed 
alternative. Rifle to San Juan single¬ 
circuit 345-kV transmission line. 

A variation of the preceding 
alternative is the Rifle to Grand Junction 
single-circuit 345-kV: Grand Junction to 
Shiprock double-circuit 230-kV 
transmission line alternative. This 
alternative satisfies the requirements for 
all participants, but would require larger 
structures, greater costs, and greater 
transmission line losses than a single¬ 
circuit 345-kV line. Larger structures 
would create more visual impacts and 
soil disturbance impacts from 
excavations of structure footings. 

The Rifle to Shiprock single-circuit 
230-kV transmission line alternative 
would be constructed by Colorado-Ute. 
Western and PSC would have to 
construct their own facilities. 
Disadvantages of this plan include 
greater line losses and reduced 
interconnection capability at Shiprock. 

The two Rifle-Shiprock single-circuit 
115-kV transmission lines alternative 
would be constructed by Golorado-Ute. 
Colorado-Ute would be the sole owner 
of the 115-kV circuits. Western would 
have to construct their own facilities to 
maintain their transmission reliability. 
As previously noted, this alternative 
would increase costs and cause higher 
transmission losses and reduced 
interconnection capability without 
benefit of the transmission capacity of 
the proposed alternative. 

The Rifle to Grand Junction double- 
circuit 345-kV; Grand Junction to San 
Juan 345-kV transmission line is similar 
to the proposed alternative. It places 
into service additional capacity before it 
is required. This is based on current 
load projections. This alternative 
increases costs to all participants and 
uses larger towers in the northern 
section with increased environmental 
impacts. 

The original proposal was Rifle to San 
Juan double-circuit 345-kV transmission 
line. This plan was denied by PUC on 
February 5,1982. It was evaluated as an 
alternative, but was not a viable plan 
because of the decrease in growth rate 
in southwestern Colorado, high cost of 
construction, and the denial by the PUC. 


The evaluation of the alternatives in 
the supplemental draft EIS indcates no 
identifiable financial advantage from 
the alternative transmission plans. 
Independent construction would result 
in greater environmental impact than 
the jointly proposed 345-kV plan. The 
construction of the proposed alternative. 
Rifle to San Juan single-circuit 345-kV 
transmission line is in the best interests 
of the public, designated participants, 
and the environmental concerns. 

Mitigation and Environmental 
Monitoring: Construction and operation 
of the proposed transmission line and 
associated facilities will result in 
unavoidable impacts to the 
environment. To minimize these 
impacts, mitigation measures have been 
developed and are identified in Section 
2.3 of the final EIS. DOE adopted these 
mitigation measures. Western will 
ensure that mitigation measures in the 
final EIS are implemented as they 
related to Western's participation. 

Western will inspect the cosntruction 
areas of the proposed project to ensure 
compliance with the final EIS. During 
operation, the transmission line segment 
owned and operated by Western will be 
inspected by air every 2 months and 
once a year on the ground. 

Other Requirements 

The proposed project will cross five 
large rivers and several smaller streams, 
many of which have an intermittent 
flow. From map examinaiton and aeria) 
overflights no wetland areas were 
recorded that could not be easily 
spanned Wetlands will be avoided 
during the location of the centerline, 
towers, access roads, and substation 
facilities. Sediment control structures 
will be used near wetlands and fill 
material resulting from construction will 
not be placed in wetlands. 

During the design phase of the project, 
floodplains will be spanned if 
practicable. However, if it is not 
possible to completely span a 
floodplain, structures would be placed 
where the severity of flooding is lease, 
constructed to withstand a 100-year 
flood, and in accordance with State and 
local floodplain requirements. The 
provisions of DOE’s "Compliance with 
Floodplain/Wetlands Environmental 
Review Requirements" (10 CFR1022) 
would be met prior to any construction 
if a floodplain cannot be spanned. 

The Fish and Wildlife Service (FWS) 
has been consulted on the presence of 
endangered species in the project area. 
The FWS identified species that may be 
present in the area and a biological 
assessment was prepared. Based on the 
results of the assessment, it was 


















Federal Register / Vol. 50, No. 36 / Friday, February 22, 1985 / Notices 


7331 


determined that the project will not 
jeopardize the continued existence of 
any threatened or endangered species or 
adversely modify their critical habitats. 
The FWS has concurred with the results 
of the biological assessment. The 
mitigation applicable to endangered 
species as described in the final E1S will 
b<’ implemented. 

Known historic and archeological 
resources listed or eligible for listing on 
the National Register for Historic Places 
have been avoided during the corridor 
delineation process. A cultural resource 
survey will be completed for the 
transmission line right-of-way, access 
roads, and new expanded substations. 
Cultural resource sites discovered will 
be evaluated in accordance with the 
Advisory Council on Historic 
Preservation Regulations. 36 CFR 800. 

No construction will be initiated until 
the procedures prescribed in these 
regulations have been carried out If any 
sites are unearthed during construction, 
work will be stopped until an 
appropriate assessment can be made in 
consultation with the appropriate Slate 
Historic Preservation Officer. 

Copies of this ROD will be sent to the 
Colorado and New Mexico State 
Clearinghouses, appropriate Federal. 
State, and local agencies, and to other 
agencies, organizations, and individuals 
commenting on the supplemental draft 
EIS or final EIS. 

Issued at Golden, Colorado. October 30. 

1984. 

Robert L McPbail 
Administrator. 

|FR Doc 85—4452 Filed 2-21-85; 8:45 am] 

fclUMO COD€ 64S0-01-M 


ENVIRONMENTAL PROTECTION 

AGENCY 

[ A-9-FRL-27S2-7J 

Approval of Modification of Prevention 
of Significant Air Quality Deterioration 
(PSD) Permit to Beacon Oil Company 
(EPA Project Number SJ 78-70) 

agency: Environmental Protection 
Agency (EPA), Region 9. 
action: Notice. 

Summary: Notice is hereby given that on 
November 26,1984 the Environmental 
Protection Agency issued a modified 
PSD permit (which was originally issued 
on September 19,1978 under EPA’s 
federal regulations 40 CFR 52.21) to the 
applicant named above. The PSD permit 
grants approval to construct refinery 
equipment at their existing refinery in 
Hanford. California. The permit is 
subject to certain conditions, including 


an allowable emission rate as follows: 
NO, at 0.181 lbs/MMBTU while firing 
ga 9 and 0.57 lbs/MMBTU while firing 
oil; SOs at 0.8% sulfur in fuel oil and 30 
ppm HjS in refinery gas. 

FOR FURTHER INFORMATION CONTACT! 

Copies of the permit modification are 
available for public inspection upon 
request; address request to: Cris 
Tiongson (P-6-2), U.S. Environmental 
Protection Agency, Region 9. 215 
Fremont Street. San Francisco. CA 
94105, 415-454-6201. 

date: The PSD permit modification is 
reviewable under section 307(b)(1) of the 
Clean Air Act only in the Ninth Circuit 
Court of Appeals. A petition for review 
must be filed within 60 days of the date 
of this notice. 

Dated: February 11,1985. 

David P. Howek amp. 

Director, A ir Manage men t Division . Regions, 
[FR Doc. 85-4358 Filed 2-21-85: 8:45 am] 

BILLING COOC 4S40-S0-M 


(A-9-FRL-2782-81 

Approval of Modification of Prevention 
of Significant Air Quality Deterioration 
(PSD) Permit to Witco Chemical 
Corporation (EPA Project Number SJ 
83-07) 

agency: Environmental Protection 
Agency (EPA), Region 9. 

action: Notice. 


summary: Notice is hereby given that on 
December 19,1984 the Environmental 
Protection Agency issued a modified 
PSD permit (which was originally issued 
on November 2,1983 under EPA’s 
federal regulations 40 CFR 52.21) for the 
applicant named above. The PSD permit 
grants approval to construct a 
cogeneration system at the Witco 
refinery in Oildale. Kern County. 
California. The permit was modified to 
add a second duct burner, which 
necessitates the addition cf a third 
stack. 

FOR FURTHER INFORMATION CONTACT: 

Copies of the permit modification are 
available for public inspection upon 
request: address request to: Cris 
Tiongson (P-6-2), U.S. Environmental 
Protection Agency. Region 9, 215 
Fremont Street, San Francisco. CA 
94105, 415-454-6021. 

date: The PSD permit modification is 
reviewable under Section 307(b)(1) of 
the Clean Air Act only in the Ninth 
Circuit Court of Appeals. A petition for 
review must be filed within 60 days of 
the date of this notice. 


Dated February 11,1985. 

David P. Howckamp, 

Director, Air Management Division, Region 9. 
|FR Doc. 85-4359 Filed 2-21-85; 8:45 am) 

BILUNO COOC 4S40-MMI 


IER-FRL-2784-2) 

Environmental Impact Statements; 
Availability 

Responsible Agency 

Office of Federal Activities, General 
Information (202) 362-5073 or (202) 382- 
5075. Availability of Environmental 
Impact Statements filed February 11. 
1965 through February 15,1985 Pursuant 
to 40 CFR 1506.9. 

EIS No. 850059, DSuppI, FHW, 1A, 
Relocated LA-58 and US 218 (formerly 
518) Improvement, Relocated US 20 in 
Cedar Falls to IA-3 in Waverly, Black 
Hawk and Bremer Counties. Due: 

April 10,1985, Contact: H. A. Willard 
(515) 233-1664 

EIS No. 850060. Final. COE. VA. 

Roanoke River Upper Basin Flood 
Damage Reduction. Roanoke. 
Botetourt. Floyd, and Montgomery 
Counties. Due: March 25,1985. 

Contact: Richard Jackson (919) 343- 
4745 

EIS No. 850061. Draft, AFS, ID. Nezperce 
National Forest Land and Resource 
Management Plan, Idaho County. Due: 
June 1,1985. Contact: Tom Kovalicky 
(208) 963-1950 

EIS No. 850062. Final. FHW. AL, 
Lakeshore Drive Extension, Green 
Springs Highway to Oxmoor Road, 
Jefferson County. Due: March 25,1965, 
Contact: Joe Wilkerson (205) 832-7372 
EIS No. 850063. Final, OSM, WA, John 
Henry No. 1 Mine Operation, Permit, 
King County. Due: March 25.1985. 
Contact: Charles Albrecht (303) 844- 
5656 

EIS No. 850064. DRevised. AFS. MT, 

Lolo National Forest, Land and 
Resource Management Plan, Due: June 
1,1985, Contact: Orville Daniels (406) 
329—3804 

EIS No. 850065, Draft, UMT, CA. San 
Diego East Urban Corridor 
Transportation Improvement, San 
Diego County, Due: April 8.1985, 
Contact: Robert Horn (415) 974-7543 
EIS No. 850066, FSuppl, COE, VA, 
Virginia Beach. Beach Erosion Control 
and Hurricane Protection, Virginia 
Beach. Due: March 25,1965, Contact: 
Richard Muller (804) 441-3707. 

Amended Notices 

EIS No. 830566, Draft, OSM. WY, Red 
Rim Coal Development Leasing. 
Fremont. Sweetwater, and Carbon 













7382 


Federal Register / Vol. 50. No. 36 / Friday. February 22. 1985 / Notices 


Counties. Due: 2-7-85. Published FR 
4-20-84—The review period has 
officially closed. All reviewing parties 
were notified by a letter and a notice 
was published by OSM in the 
December 19.1984 Federal Register 
(49 FR 49388). 

E1S No. 840482, DSuppl. AFS. MT. 
Flathead National Forest. Land anjl 
Resource Management Plan, Due: 
March 15.1985, Published FR 11-16- 
84—Review extended 

KIS No. 840488, Draft. OSM. NM, La 
Plata Mine Operation. Approval/ 
Permit. San Juan Basin. San Juan 
County. Due: March 8 . 1985. Published 
FR 11-2-84—Review extended 

EiS No. 840493. DSuppl. AFS. MT, Lewis 
and Clark National Forest. Land and 
Resource Management Plan. 
Wilderness Designation. Due: March 
15.1985. Published FR 11-15-84— 
Review extended 

FJS No. 850047, Draft USN. NV. Fallon 
Naval Air Station. Master Land 
Withdrawal, Application for 
Withdrawal of Federally Owned Land 
from Public Land Laws. Due: April 9. 
1985. Published FR 2-8-85—Review 
extended 

EIS No. 850054. FSuppl. FirW. VA. 1-664 
Bridge-Tunnel Complex Construction, 
crossing Hampton Roads, connecting 
Hampton and Newport News to 
Suffolk. Due: March 18,1985, 
Published FR 2-15-85—Incorrect 

* status. 

Dated: February 19. 1985. 

Allan Hirsch. 

Direr for. Office of Federal Activities. 

1FR Doc. 85-44:18 Filed 2-21-85; 8:45 um| 

BHLINO COO€ 


IER-FRL-2784-3) 

Environmental Impact Statements and 
Regulations; Availability of EPA 
Comments 

Availability of EPA comments 
prepared February 4.1985 through 
February 8,1985 pursuant to the 
(environmental Review Process (ERP). 
under Section 309 of the Clean Air Act 
and Section 102(2)[c) of the National 
Environmental Policy Act, as amended. 
Requests for copies of EPA comments 
can be directed to the Office of Federal 
Activities at (202) 382-5075/78. An 
explanation of the ratings assigned to 
draft environmental impact statements 
(EISs) was published in Federal Register 
dated October 19.1984 (49 FR 41108). 

Draft EISs 

ERP No. D-AFS-D65010-00, Rating 
F.C2, George Washington Nat’l Forest. 


Land and Resource Mgmt. Plan 4 VA and 
WV. Summary: EPA expressed concern 
over potential water quality impacts and 
noted deficiencies in the analysis of 
geological profiles in the management 
plan. 

ERP No. D-AFS-J65133-00, Rating 
EC2. Wasatch-Cache Natl Forest Land 
and Resource Mgmt. Plan, UT and WY. 
Summary: EPA believes that the 
proposed forest plan alternative (Alt. 8), 
with corrective measures, provides an 
environmentally acceptable 
management program. EPA expressed 
concerns regarding the management of 
such activities as timber harvesting, 
road construction, grazing, and 
recreational development in relation to 
w f ater quality, soils, and riparian/ 
wetland areas. To meet these concerns. 
EPA has requested additional impact 
analysis and further development of 
management direction for individual 
and cumulative impact assessment, best 
management practices, watershed 
planning, monitoring, project-specific 
NEPA Compliance, and inter- 
govemmental/publlc coordination. 

ERP No. D-COE-F90005-WI. Rating 
EC2, Green Bay Harbor Confined 
Disposal Facility. Construction. 
Operation, and Maintenance, WI. 
Summary: Elevated levels of 
polychlorinuted biphenyls (PCBs). and 
polychlorinated dibenzofurans (PCDFs) 
are present in both the sediments to be 
dredged from the Fox River and Green 
Bay as well as the sediments and soils 
within the confined disposal facility. 

Fish and wildlife in the Fox River and 
Green Bay system have been 
contaminated with these toxic 
pollutants. There is some leakage of 
waters through the dikes of the existing 
facility, bypassing the sand fillers. It has 
ulso been documented that the area 
around the facility supports a diverse 
fishery. Therefore, there is a strong 
potential for bioaccumulation in aquatic 
life of contaminants that might leak from 
the disposal facility. In view of the 
above, EPA recommends a more 
comprehensive, systematic evaluation of 
the routes and rates of exposure of fish, 
wildlife, and humans to these 
contaminants. EPA recommends that 
recently developed risk assessment 
guidelines be utilized. 

ERP No. D-FHW-L50002-WA. Rating 
EC2, Palix R. Bridge Replacement. US 
101, WA. Summary: Because the 
proposed alternative is the least 
environmentally desirable alternative. 
EPA requested a more thorough analysis 
of potential impacts to water quality, 
wetlands, aquatic organisms and 
wildlife. 

ERP No. D-OSM-J01057-WY. Rating 


E02. Red Rim Area Coal Development. 
Leasing. WY. Summary: EPA has 
concerns for reclamation and 
reestablishment of critical winter range 
habitat for pronghorn antelope, if this 
proposed federal coal lease.is granted 
EPA has requested that the FEIS provide 
a detailed discussion of reclamation and 
revegetation activities under similar 
geographic conditions. 

Final EISs 

ERP No. F-AFS-H65001-00. Nebraska 
Natl Forest Land and Resource Mgmt. 
Plan. NB and SD. Summary: EPA's 
concerns on the DEIS received an 
adequate response and the agency 
agrees with the selecton of Alternative F 
as a reasonable choice to balance the 
economic needs of the area with the 
need to protect the public land. 

ERP No. F-BLM-L65089-ID, 
Monument Resource Area MgmL Plan. 
ID. Summry: EPA made no formal 
comments. Review of the FEIS was 
completed and the project found to be 
satisfactory. 

ERP No. F-FAA-E51040-FL. Palm 
Beach Inti Airport. Fan Out Departure 
Procedures Elimination. Approval. Ft. 
Summary: Although the FAA selected 
alternative is a compromise between 
fan-out and elimination of fan-out. from 
a noise perspective, EPA believes the 
environmentally preferable alternative 
is AlL 5 (expanded fan-out). 

ERP No. F-IBR-K05021-00. Hoover 
Dam Powerplant Modification. 
Construction. NV and AZ. Summary*: 
EPA stated that the FEIS did not address 
the concerns it had raised on the DEIS 
and that a number of FEIS conclusions 
regarding water quality impacts were 
not adequately substantiated. EPA also 
requested to participate in future 
planning efforts for the upgrade project. 

ERP No. F-ICC-A53050-00, 
Nationwide Coal Rate Guidelines Ex 
Parte No. 347 (Sub. No. 1). Summary: 
EPA’s review of the FEIS was completed 
and the analysis found to be 
satisfactory. 

ERP No. F-SCS-D38094-PA. Jacobs 
Creek Watershed and Flood Protection 
Plan. PA. Summary: EPA’s major 
concerns at the DEIS review stage were 
resolved in the FEIS. 

Dated February* 19* 1985. 

Allan liirsch, 

Director, Office of Federal Activities 

(FR Doc. 85-4439 Filed 2-21-85 &45 am| 

•ilunq coot ssso -UbM 
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■ j< PTS-59184;TSH-FRL 2783-1J 

I Cf rtaln Chemicals; Test Marketing 
I Exemption Application 

I agency: Environmental Protection 
I Agency (EPA). 

I ;-:tiON: Notice. 

1 summary: EPA may upon application 
I «•> mpl any person from the 
I p manufacturing notification 
I « : rementa of section 5(a) or (b) of the 

I ! mc Substances Control Act (TSCA) to 
I ::»i t the person to manufacture or 
I p fss a chemical for test marketing 
I purposes under section 5(h)(1) of TSCA. 

I Kt juirements for test marketing 
I exemption (TME) applications, which 
I must either be approved or denied 
I within 45 days of receipt, are discussed 
I in FPA's final rule published in the 
I Federal Register of May 13.1983 (48 FR 
I 2V22). This notice, issued under section 
I S|h)|6) of TSCA. announces receipt of 
I ihtm applications for exemption. 

I provides a summary, and requests 
I comments on the appropriateness of 
I grunting each of the exemptions. 

I oath: Written comments by March 11. 

■ 1985. 

I address: Written comments, identified 
I by the document control number 
I |0PTS-591841 M and the specific TME 
I rr jir.lier should be sent to: Document 
I ( rPinl Officer (TS-793), Chemical 
I h nn.ition Branch. Information 

I M tnagemenl Division. Office of Toxic 
I S !su nces. Environmental Protection 
I V* *m:y. Rm. E-4201, 401 M Street. SW, 

I Washington. DC 20460 (202-382-3532). 

I POR f URTMER INFORMATION CONTACT: 

I U’ -mly Cleland-Hamnett, 

I > Manufacture Notice Management 

I h m h Chemical Control Division (TS- 
I ' M!, Office of Toxic Substances. 

I < > inmental Protection Agency. Rm. 

I * • M Street, SW, Washington. 

I 1)C aJ460, (202-382-3725). 

I SUPPLEMENTARY INFORMATION: A 

I n,r substantive change in the prefixes is 

I ' < initiated for information published 
I , 'in ( sections 5(d)(2) and 5(h)(6) of the 
I i Substances Control Act (TSCA). 

1 C > notices will contain essentially the 
I >*: information but the prefixes to the 
I *pei-ifir. number assignment will appear 
I in an abbreviated form. Prefixes under 
I the modified format will use the letters 
I T i ME A). (PMN) and 

I ITOLYMER EXEMPTION). The 

I I knowing notice contains information 

I j extracted from the non-confidcntial 

I Y‘ r 1,11)0 «f I he submission provided by 

I J 1 " n mufacturer on the TME received 
I bv EPA. The complete non-confidential 
I document is available in the Public 

I Reading Room E-107 at the above 

■ address. 


T 85-21 

Close of Review Period, March 24, 
1985. 

Manufacturer . Confidential. 

Chemical 1 (G) Modified polyether. 

Use /Production, (G) Binder 
constituent for an industrial coating 
having an open, non-dipsersive use. 
Prod, range: 8,000 kg/6 months. 

Toxicity Data, No data submitted. 
Exposure. Manufacture: dermal, a 
total of 8 workers, up to 2 hrs/da. up to 
24 da/yr. 

Environmental Release/Disposal. 3 to 
4 kg/batch released to land. Disposal by 
incineration and landfill. 

T 85-22 

Close of Review Period, March 29. 
1985. 

Manufacturer. Confidential. 

Chemical. (S) Brominated unsaturated 
polyester resin. 

Use/Production. (G) Building 
materials. Prod, range: Confidential. 
Toxicity Data . No data submitted. 
Exposure. Manufacture: Dermal and 
inhalation, a total of 6 workers, up to 4 
hrs/da. up to 50 da/yr. 

Environmental please/Disposal. No 
release. 

T 85-23 

Close of Review Period, March 20, 
1985. 

Manufacturer. Confidential. 

Chemical. (G) Unsaturated polyester 
resin. 

Use/Production. (S) Intermediate 
polymer. Prod, range: Confidential. 
Toxicity Data. No data submitted. 
Exposure . Manufacture: dermal and 
inhalation, a total of 5 workers, up to 4 
hrs/da. up to 13 da/yr. 

Environmental Release/Disposal. 
1,300 kg/batch released to air. Disposal 
by incineration. 

Dated: February 19. 1985. 

Linda A. Travers, 

Acting Director. Information Management 
Division. 

|FR Doc. 85—4358 Filed 2-21-85. 8:45 ami 

BILLING COOt tSfO-MMf 


FEDERAL COMMUNICATIONS 
COMMISSION 

Satellite Relay, Inc.; Order Designating 
Applications for Hearing 

In the Matter of the Applications of 
Satellite Relay. Inc. for Authority to 
Construct and Operate a Point-to Point 
Microwave Common Carrier Radio Station, 
and for Authority to Transfer Control from 
|on W. Knudson to Ralph E. Evans, III 
(Common Carrier Docket No. 85-35, File No. 
2548 CF-MP-83. File No. 171 CF-TC (lj-83). 
Adopted February 5,1985. 

Released February 8,1985. 

By the Common Carrier Bureau. 


1. The Bureau has before it an 
application for modification of a 
construction permit filed by Satellite 
Relay. Inc. (SRI), along with an 
application for consent nunc pro tunc to 
transfer control of SRI. Petitions to deny 
the application to modify have been 
filed by Centel Videopath. Inc. 
(Videopath) and by Midwestern Relay 
Company (MRC). In addition. Videopath 
has petitioned to deny the transfer 
application. For the reasons stated 
below, we conclude that the petitions 
raise substantial and material questions 
of fact, and therefore designate these 
applications for hearing. 

Background 

2. On February 2,1982 SRI Bled an 
application for authority to construct 
and operate facilities for a new station 
in the Point-to-Point Microwave Radio 
service, to provide an eight-channel 
microwave link from a transmitter 
located in Evanston, Illinois to a receive 
location in downtown Chicago. 1 The 
application consisted of an executed 
standard FCC Form 435 accompanied by 
a Licensee Qualification Report (FCC 
Form 430). SRfs proposed service would 
permit its customer, Satellite Television 
Inc. (Sat-Tel) to have programming 
transmitted from Sat-Tel’s earth station 
in Evanston to the River Plaza 
Apartment Building in Chicago (SRTs 
proposed receive location). SRfs 
application was executed by |on W. 
Knudson, as president; the application 
also listed Knudson as sole shareholder 
in SRI.* The radio facilities were to be 
leased from Sat-Tel.* and Sat-Tel’s 
president Earl ]. Niemoth, was listed as 
the chief engineer in charge of the 
station. 4 Niemoth was also the sole 
incorporator of SRI.* 

3. By letter dated April 13,1982 the 
Bureau requested additional information 
about SRfs application. Among other 
items, the Bureau requested "an 
explanation of the apparent affiliation 
between the proposed common carrier 
(Satellite Relay. Inc.) and the customer/ 
programmer." 

4. in a response filed on April 27,1982 
SRI stated, inter alia, that "|n)o 
affiliation of any kind exists between 
SRI and Satellite Television, Inc. ("Sat- 


1 The application wax luted at acceptable for 
filing by Public Notice dated February 24,1982. 

* Fottd 43U Question 6c. • 

1 Form 435. Exhibit Q This exhibit it required 
a disclosure of ail agreements which affect 
ownership or control of the proposed facilities. 
Other than the lease arrangement no other 
disclosures were made by SRI in its initial 
application. 

♦ Form 435, Exhibit N; see atso id Exhibit M-l 

• See Form 430. Exhibit II, at Art Two. 
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Tel") other than that of carrier to 
customer/* While acknowledging that 
Sat-Tel would lease the equipment to 
SRI, and noting that Niemoth was the 
sole incorporator of SRI, the response 
stated that the two companies ‘'shared 
no common officers, directors or 
stockholders/’ and that "Mr. 

Niemoth • . . has no relationship to SRI 
other than as the president of the initial 
subscriber to its microwave service." 
The response was verified by attached 
affidavit of Knudson. 

5. Based upon the record as described, 
on May 20.1982 the Bureau granted a 
construction permit for the microwave 
facilities requested. The permits were 
for a construction period of 18 months, 
to expire on December 1,1983. 

6. On June 7,1983, approximately 12 
months after grant of the initial 
construction permit. SRI Hied an 
application to modify its permit and to 
add four additional receive locations.* 
This application was executed by Ralph 
E. Evans 111 as president of SRI. The 
application proposed a new 
maintenance agreement. 9 and listed 
Tclstar Chicago, Inc. as the entity from 
which SRI would now lease its radio 
equipment. 

7. Petitions to deny this application 
were Tiled by Videopath and MRC. The 
gist of the two petitions *can be 
summarized as follows: (a) To serve 
multiple receive locations from one 
transmitter location in an area where 
intense radio transmissions make 
frequencies scarce (such as Chicago). 
SRI should have had to show why 
alternative, less potentially interfering 
means of delivery would not be feasible: 
(b) SRI is not a bona fide common 
carrier eligible to hold authorizations 
under Section 21.700. in that it is 
"merely an accommodation agent for its 
proposed customer." • 

8. In an opposition filed on August 22. 
1983 SRI challenged these arguments. 
The opposition did disclose, however, 
that 100% of the stock of SRI had been 
transferred from Knudson to Evans on 
August 5,1983, a date after the filing of 


•The application (File no. 2S46 CF-V4P-03) 
included a different proposed transmitter and one 
change in polarization. This application w«» Mad 
«» acceptable for filing by Public Notice dale June 
29. 1963. 

’The equipment would now be maintained by 
Tennaptex Serv u ei, Inc., of Evanston. Sr* 
Amended Application. Exhibit N 

•Other procedural defects were cited by the 
petitioner*. (hdodtrg a faihinr to make the specific 
50% non affiliation allowing required by a common 
carrier point-to-point microwave applicant 
proponing to serve cable systems (MRC fVtitkm at 
3-4), as wed as a failure to execute and oo-ordinat* 
the application property (Vtdropath Milan at 9- 
12 } 

* Vkfeopuih fetition at 2. 


the petitions to deny. Such a transfer, 
without prior Commission approval 
would appear to violate Section 310 of 
the Communications Act. 47 U.S.C. 310. 

9. On October 11,1983 SRI filed an 
application for consent to transfer of 
control, nunc pro tuna In this 
application SRI admitted that an 
unauthorized transfer has occurred, but 
that the violations was "technical" in 
that the facilities were not built and 
were not in operation, and that "prompt 
disclosure of the transfer was made by 
the transferee and corrective actions 
were taken." 11 

10. The transfer application also 
revealed that, at the time of SRI’s 
original application in February of 1982, 
Sut-Tel had an assignable option to 
purchase 100% of the stock of SRI. 

11. A petition to deny the transfer 
application was filed by Videopath. The 
petition was founded on two issues: (a) 
That SRI is not a bona fide common 
carrier (reiterating and expanding on its 
previous argument): and (b) that SRi had 
misrepresented material facts to the 
Commission regarding its applications. 

A timely opposition was Bled by SRI. 11 

Issues % 

12. The pleadings in the various stages 
of this proceeding raise essentially three 
issues: (a) Must SRI demonstrate that 
alternatives other than the addition of 
four new receive locations ore available 
to permit it to serve its customer, (b) is 
Sat-Tel (which on February 5,1983 
became Telstar of Chicago. Inc.) or any 
of its afBliates the real party in interest 
behind the SRI application; and (c) did 
SRJ intentionally misrepresent material 
facts, or exhibit a lack of candor, in its 
applications of the Commission. 

13. With regard to the Brst issue, we 
conclude that the service proposed to be 
offered over the frequencies applied for 
is a permissible service, and therefore 


'•Section 310(d) states. In relevant part 
No construction permit or station Ucenae, or any 
right* thereunder, shall be transferred. assigned, 
or disposed of in any manner, voluntarily or 
involuntarily, directly or indirectly, or by tranafer 
of control of any corporation bolding such permit 
or license. to any person except application to 
the Commission and upon finding by the 
Commission that the public interval, 
convenience, and necessity will be served 
thereby. 

" Application for Content to Transfer. Exhibit fV, 
at 8 

“One final action of SRI wa« contested. On 
October 27.1963 SRI requested special temporary 
authority pursuant to 47 CFR 21.22k to operate Its 
Initial links. Videopath opposed this request, 
opposition to the transfer application. Because we 
find that there ere substantially on the seme 
grounds as ui its substantia) and material quest inns 
of fact regarding the underlying application, we 
conclude that a grant of the ST A would be 
inappropriate at tnis time, and are therefore 
dismissing it without prejudice. 


the need showing in this instance is 
adequate. While petitioners may be 
correct that some other service (such as 
multipoint distribution service) or some 
other configuration (such as new 
satellite receive stations) may be a more 
suitable alternative, this does not place 
upon the applicant a burden of refuting 
these alternatives. Where feasible the 
Commission prefers to rely on the 
marketplace, rather than Commission 
edict, to insure that frequencies are put 
to the most economically efficient use 
So long as the proposed use is 
consistent with Part 21 of the 
Commission's Rules and any other 
applicable regulations, we will not 
require that SRI prove it to be the "bc&r 
use. As such, the petitions will be 
denied to the extent that they seek such 
a justification from SRI. 11 

14. With regard to the question of the 
real party in interest, the Bureau ftnds 
that a substantial and moterial question 
of fact exists. Petitioners have submitted 
sufficient evidence to put into issue the 
relationship between SRI and Sat-Tel/ 
Telstar of Chicago. As noted, it appears 
that SRJ’s only customer will build, own 
and lease to SRI all the proposed 
facilities. That customer apparently 
founded SRI, assigned SRI’s stock to 
Knudson. and retained an assignable 
option (later exercised by the parent 
corporation of Telstar of Chicago). 
Finally, several of the addresses 
provided as those of SRJ have been that 
of its customer. For these reasons, we 
are designating the issue of the 
afBliation between SRI and Telstar of 
Chicago, to explore more fully the 
question of the real party in interest. as 
well as to determine whether SRI is not 
a bona fide common carrier because it is 
merely an accommodation agent for its 
customer. 14 


“We also decline to accept MkCs suggestion 
that SRI is in fact subject to the 50 % nun-affiii ,t a 
rule because it is senring e cable television system 
See 47 CFR 21 . 700 . The Commission s Rules defining 
"cable television system" specifically exclude sny 
system "that serves or will serve only subscriber* in 
one or more multiple unit dwellings under common 
ownership, or management." 47 CFR 7t.5{aK2). 

14 As the Commission noted In Its decision in 
Community Antenna Television Systems (CARS) 
While we may be belaboring the obvious »* 
w ish to stress the importance to the public 
interest of not having common carrier 
frequencies taken up by persons senring 
principally their own businesses These 
frequencies ere allocated for use by common 
corners in rendering services to the public In 
order to permit the common carriers to serve lbs 
diverse needs of the public adequately and 
dependable, they are permitted to engage In 
special operating practices and to const™ l 
btdlilies of extraordinary complexity whkh am 
not ordinarily required by private users. II » 
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15. We also find that SRI's candor in 
dealing with the Commission raises 
questions of fact regarding its 
qualifications to become a licensee. 
Despite a specific request from the 
Bureau for “an explanation of the 
npparent affiliation** between SRI and 
Sat-Tel, SR! failed to disclose that Sat- 
Tel (through its sole owners) hetd an 
assignable option to purchase 106% of 
its stock* 1 2 3 4 5 * In addition, SRI admits that 
an unauthorized transfer of 100% of its 
stock occurred; while SRI subsequently 

* did file to rectify this situation* SRI's 
action occurred only after petitions to 
deny its modification application 
revealed the transfer. The issue of SRI's 
candor in its dealings with the 
Commission therefore presents an 
additional substantial and material 
question of fact 

Ordering Clausa 

16. Accordingly, it is ordered that the 
petitions of MRC and Videopath are 
granted to the extent consistent with the 
foregoing opinion, and dented in all 
other respects. 

17. It is further ordered that the 
application of SRI to modify its 
construction permits, and the 
application of SRI for consent to transfer 
corporate ownership, are designated for 
hearing in accordance with section 
309(e) of the Communications Act, as 
amended* 47 U.S.C. 309(e), upon the 
following issues: 

(1) To determine the relationship 
between SRI and Telstar of Chicago, 
including their respective principals as 


f4fri*r* serving the public nhuuUl not be blocked 
or inhibited by the pretence In the common 
carrier bend* of persons serving principally their 
own Uisirvesseo. who have other frequencies 
*• located for such activate*. U require* tittle 
fortrttgkl regarding Inrmil toward frequency 
t <msr*tJoa to anticipate that the development of 
rommon rarrier route* win soon be thwarted or 
iffrcted otlveraely if persona serving primarily 
thru own interest* are allowed to freely occupy 
•uhatianiiet amount* of the spectrum ipaoe 
•iv*liable In the common carrier band*. 

1 FCG 2d 887. 901-2 (t9&5) Indeed, our conclusion 
“ SRI doe* not have to demonstrate that its wee 
of thin spectrum la the optimal use la premised 
upon our conclusion that SRI** use is a permitted 
u*e if it is not. then the frequency congestion 
*bkh MRC and Videopath describe ruy in fscl be 
u»1 .ntfiably aggravated 

"SRI claims that this option was ‘ immaterial to 
,n V •»*«« raised by SRI’s application.*' citing cases 
h> d*iw that the acquisition of such so option 
*t»uid not be considered a trsi Jar of control under 
CFR 21 3S. This (a Irrelevant to SRI’s 
r **»P'jn*ibflity to provide soch information upon 
nutoruible request by the Coimmsetim, and to arty 
r ^^pry*enlatioo or lack of esndor far failing to do 
** Jh* < >mmisaion most depend upon the accuracy 
°«iSr n formation provided by applicants; In this 
lwuc - lb# materiality of the matter misrepresented 
»»y be even less important than the fact that a 
^•■representation occurred FCC v. WOKO, 323 
b s 223 (!tH&) Cranberry Communication* Co. US 

FCcidsetnttwt). 


well as any parent, subsidiary, or 
otherwise related companies: 

(2) To determine the facts and 
circumstances surrounding the 
conception, initiation, preparation, filing 
and prosecution of all applications of 
SRI in the instant proceeding; 

(3) To determine, in light of the 
evidence adduced above. 

(a) Whether Telstar of Chicago, or any 
of its affiliates or principals, are real 
parties in interest in SRI's applications 
in the instant proceeding; 

(b) Whether SRI or its principals have 
exhibited a lack of candor or 
intentionally misrepresented material 
facts to the Commission; and 

(c) Whether a grant of the captioned 
applications would serve the public 
interest, convenience and necessity. 

1& It is further ordered that if SRI files 
and application for license and a request 
for service tests prior to the issuance of 
an initial decision in the case, the 
application for license and the request 
for service tests shall be designated for 
inclusion in this hearing by further order 
of the Chief, Common Carrier Bureau* 
The Administrative Law Judge before 
whom this matter is being heard will 
enlarge the issues in an appropriate 
manner on such further designation. No 
service shall be instituted prior to 
express approval by the Commission. 

19. It is further ordered that SRI shall 
have the responsibility to adduce 
evidence of the issues set forth above, 
and that the burden of proof on the 
issues set forth above shall be placed on 
SRL H 

20. It is further ordered that 
Videopath. MRC, SRI. and the Chief. 
Common Carrier Bureau are made 
parties to this proceeding. 

21. It is further ordered that the 
hearing shall be held at a time an place 
and before and Administrative Law 
Judge to be specified in a subsequent 
order. 

22. It is further ordered that all 
designated parties shall file written 
notices of appearance, pursuant to 

i 1.221 of the Rules. 47 CFR 1.221. within 
20 days of the release date of this Order. 

23. It is further ordered that other 
parties desiring to participate in the 
hearing, including parties with 
applications mutually exclusive with the 
instant applicant and that wish to 
participate in this proceeding, shall file a 
petition to intervene, pursuant to { 1.221 


’•Where an applicant Against whom charxe* of 
misconduct have been raised, has within Its peculiar 
knowledge the facts regarding the alleged 
misconduct the applicant will have the burdens of 
production and proof on such Issue*. See geswrvJJy 
Cranbury Communications Co . 80 K C C.2d U68,980 
(1978): Miami Broadcasting Carp, 11 F.C.C2d 920. 
923 (Rev. Bd. 1980). 


of the Rules, within 30 days of the 
publication of this Order in the Federal 
Register. 

24. It is further ordered that the 
application of SRI for special temporary 
authority is hereby denied without 
prejudice. 

25. It is further ordered that the 
Secretary shall cause a copy of this 
Order to be published in the Federal 
Register. 

Common Carrier Bureau. 

Albert Halprin, 

Chief. 

|FR Doc. 85—4305 Filed 2-21-85; 8;45 nm| 

BllUMO COOC S712-01-M 


I Report No. DS-3721 * 

Advisory Committee on Reduced 
Orbital Spacing; Meeting 

February 14.1065. 

A meeting of the FCC Advisory 
Committee on Reduced Orbital Spadngs 
will take place on March 7,1985 as 
indicated below. The purpose of this 
advisory committee is to obtain expert 
technical and operational advice on how 
to better implement 2* spacing in the 4/6 
GHz and 12/14 GHz bands. 

Date: 7 March 1065 
Time: 1:00 p.m. 

Place: Room 656. Federal Communications 
Commission. 1910 M Street NW„ 

Washington. D.C. 

Agenda; 1. Adoption of agenda. 

2. Adoption of minutes from last meeting. 

3. Report from Working Croup Chairmen. 

4. Discussion of time table for final report. 

5. Other business. 

This meeting is open to the public. For 
more information contact Roger 
Herbstritt at the FCC on (202) 634-1624. 
William J. Tricarico, 

Secretary. Federal Communications 
Commission . 

|FR Doc. 85-4306 Filed 2-21-65; 8:45 am) 

BILLING COO€ S712-01-SI 


(Report No. 14081 

Petitions for Reconsideration of 
Actions in Rulemaking Proceedings 

February 14. 1985. 

The following listings of petitions for 
reconsideration filed in Commission 
rulemaking proceedings is published 
pursuant to 47 CFR 1.429(e). Oppositions 
to such petitions for reconsideration 
must be filed within 15 days after 
publication of this Public Notice in the 
Federal Register. Replies to an 
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opposition must be filed within 10 days 
after the time for filing oppositions has 
expired. 

Subject: MRTS and WTS Market 
Structure. Amendment of Part 67 of 
the Commission's Rules and 
Establishment of a Joint Board. (CC 
Docket No. 70-72 & CC Docket No. BO- 
206) 

Filed by: 

Bruce J. Weston & Maureen R Grady. 
Associate Consumers' Counsel for 
The Office of the Consumers' 
Counsel. State of Ohio on 2-7-05. 
John L Bartlett, Robert J. Butler & 
Renee R. Matalon, Attorneys for 
Aeronautical Radio. Inc., on 2-7-85. 
The Idaho Public Utilities Commission 
on 2-7-85. 

Subject: Amendment of the 
Commission’s Rules to Allow the 
Selection from Among Certain 
Applications Using Random Selection 
or Lotteries Instead of Comparative 
Hearings. (Gen Docket No. 01-760) 
Filed by: 

Andrew Jay Schwartzman & Robert 
M. Gurss, Attorneys for Youth News 
on 1-22-85. 

Charlotte B. Rutherford & Wilhelmina 
Reuben Cooke. Attorneys for The 
National Latino Media Coalition, et 
al on 1-22-85. 

Subject: Modification of Policy on 
Ownership and Operation of U.S. 

Earth Stations that Operate with the 
INTELSAT Global Communications 
Satellite System (CC Docket No. 82- 
540) 

Filed by: Phillip L Spector. Attorney for 
Equatorial Communication Services 
on 1-25-05. 

Subject: Investigation of Access and 
Divestiture-Related Tariffs. (CC 
Docket No. 03-1145. Phase I and Phase 
D. Part I) 

Filed by: 

Arthur H. Simms h Peter G. Wolfe for 
The Western Union Telegraph 
Company on 1-20-85. 

J. Manning Lee & Jeffrey H. Matsuura. 
Attorneys for Satellite Business 
Systems on 1-20-05. 

Robert L. Barada, Maya A. Mathews 0 
Stanley J. More. Attorneys for 
Pacific Bell A Nevada Bell on 1-20- 
05. 

Michael Yourshaw A Robert J. Butler, 
Attorneys for SATellite Data 
Broadcast NETworks. Inc., on 1-28- 
85. 

Subject: Amendment of $ 97.121 of the 
Amateur Rules to make clear when 
the call sign of another amateur 
station can be transmitted. 


Filed by: David B. Popkin on 2-5-85. 
William J. Tricarico, 

Secretary. Federal Communications 
Commission. 

[FR Doc. 85-4304 Filed 2-21-85; 8:45 am] 

BiLUMG COO£ §712-01-41 


FEDERAL EMERGENCY 
MANAGEMENT AGENCY 

Review Schedule Under OMB Circular 
No. A-76 for FEMA In-House 
Commercial Activities 

agency: Federal Emergency 
Management Agency. 
action: Notice. 0 

In accordance with OMB Circular No. 
A-70, Revised. Performance of 
Commercial Activities, dated August 4. 
1983. and the Supplement to the 
Circular, this notice announces the 
Federal Emergency Management 
Agency’s (FEMA) intention to conduct in 
fiscal year 1985 cost comparisons of the 
following functions. The studies are 
scheduled to begin in February 1985 and 
be completed by September 30.1985. 

1. Mail and File Operations, 
Washington. D.C. 

2. Arts and Graphics, Washington. 

D.C. 

FOR FURTHER INFORMATION CONTACT. 

Pierre Goiran. Office of Program 
Analysis and Evaluation, Federal 
Emergency Management Agency, 
Washington. D.C. 20472, telephone 202- 
646-2677. 

Dated: February 14,1985. 

Fred A. Newton. IU. 

Director. Program Analysis and Evaluation. 
(FR Doc. 85—4311 Filed 2-21-85; 845 am] 

BILLING CODE §714-01-41 


FEDERAL RESERVE SYSTEM 

First NH Banks, Inc., et al.; Formations 
of; Acquisitions by; and Mergers of 
Bank Holding Companies 

The companies listed in this notice 
have applied for the Board’s approval 
under section 3 of the Bank Holding 
Company Act (12 U.S.C. 1042) and 
i 225.14 of the Board's Regulation Y (12 
CFR 225.14) to become a bank holding 
company or to acquire a bank or bank 
holding company. The factors that are 
considered in acting on the applications 
are set forth in section 3(c) of the Act (12 
U.S.C. 1042(c)). 

Each application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 


inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing to the 
Reserve Bank or to the offices of the 
Board of Governors. Any comment on 
an application that requests a hearing 
must include a statement of why a 
written presentation would not suffice in 
lieu of a hearing, identifying specifically 
any questions of fact that are in dispute 
and summarizing the evidence that 
would be presented at a hearing. 

Unless otherwise noted, comments 
regarding each of these applications 
must be received not later than March 
15.1985. 

A. Federal Reserve Bank of Boston 

(Richard E. Randall, Vice President) 600 
Atlantic Avenue, Boston. Massachusetts 
02106: 

1. First NH Banks. Inc.. Manchester. 
New Hampshire; to acquire 100 percent 
of the voting shares of The National 
Bank of Lebanon, Lebanon. New 
Hampshire. 

B. Federal Reserve Bank of Cleveland 
(Lee S. Adams, Vice President) 1455 East 
Sixth Street. Cleveland. Ohio 44101: 

1. Metamora Bancorp. Inc.. Metamora, 
Ohio; to become a bank holding 
company by acquiring 100 percent of the 
voting shares of The Metamora State 
Bank, Metamora. Ohio. 

C. Federal Reserve Bank of Chicago 
(Franklin D. Dreyer. Vice President) 230 
South LaSalle Street. Chicago. Illinois 
60690: 

1. American Bancorp. Inc.. Suring. 
Wisconsin; to become a bank holding 
company by successor by merger to The 
Suring State Bank. Suring, Wisconsin 
and The First National Bank of Oconto, 
Oconto. Wisconsin, to be known as 
American Bank of Wisconsin. Oconto. 
Wisconsin: to acquire 94.13 percent of 
the voting shares of The First National 
Financial Corporation. Marinette, 
Wisconsin, thereby indirectly acquiring 
The First National Bank of Marinette, 
Wisconsin. 

D. Federal Reserve Bank of Atlanta 
(Robert E. Heck, Vice President) 104 
Marietta Street, N.W.. Atlanta, Georgia 
30303: 

1. Interomericon Credit Holding. S. V„ 
Oranjestad. Aruba, Netherlands 
Antilles; to become a bank holding 
company by acquiring 51 percent of the 
voting shares of Creditbank Shares. Inc.. 
Coral Gables, Florida. 

E. Federal Reserve Bank of Kansas 
City (Thomas M. Hoenig, Vice President) 
925 Grand Avenue. Kansas City, 
Missouri 64198: 

1. The Bank of New Mexico Holding 
Company. Albuquerque. New Mexico: to 
acquire at least 00 percent of the voting 
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shares of The Bank of Northern New 
Mexico; Las Vegas, New Mexico. 

F. Federal Reserve Bank of Dallas 

(Anthony J. Montelaro. Vice President) 
400 South Akard Street Dallas. Texas 

75222 : 

1. Parker County Bancshares, Inc., 
Weatherford. Texas; to become a bank 
holding company by acquiring 99.85 
percent of the voting shares of 
Weatherford Bancshares. Inc.. 
Weatherford, Texas, thereby indirectly 
ac quiring The First National Bank of 
Weatherford. Weatherford, Texas. 

Board of Governor* of the Federal Reserve 
System. February 15.1985. 

1<j me* McAfee, 

A ssociate Secretary of the Board. 

1FR Doc. 85-4312 Filed 2-21-85; 8:43 am) 

BILLING COOC 621O-01-M 


First Railroad A Banking Company of 
Georgia; Application To Engage dc 
Novo in Nonbanking Activities 

The company listed in this notice has 
filed an application under { 225.23(a)(3) 
of the Board's Regulation Y (12 CFR 
225.23(a)(3)) for the Board's approval 
under section 4(c)(8) of the Bank 
Holding Company Act (12 U.S.C. 
1843(c)(8)) and i 225.21(a) of Regulation 
Y (12 CFR 225.21(a)). to engage de novo 
through a national bank subsidiary in 
deposit-taking, including the taking of 
demand deposits, and other activities 
specified below. The proposed 
subsidiary will not engage in 
commercial lending transactions as 
defined in Regulation Y. The Board has 
determined by order that such activities 
closely related to banking. US. 

Trust Company (70 Federal Reserve 
Bulletin 371 (1984)). 

The application is available or 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 
inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing on the 
question whether consummation of the 
proposal can “reasonably be expected 
to produce benefits to the public, such 
as greater convenience, increased 
competitioa or gains in efficiency, that 
outweigh possible adverse effects, such 
as undue concentration of resources, 
decreased or unfair competition, 
conflicts of interest, or unsound banking 
practices." Any request for a hearing on 
this question must be accompanied by a 
statement of the reasons a written 
presentation would not suffice in lieu of 
a faring, identifying specifically any 
questions of fact that are in dispute, 
! »ummarizing the evidence that would be 


presented at a hearing, and indicating 
how the party commenting would be 
aggrieved by approval of the proposal. 

Comments regarding the application 
must be received at the Federal Reserve 
Bank or the offices of the Board of 
Governors not later than March 15.1985. 

A. Federal Reserve Bank of Atlanta 
(Robert E. Heck. Vice President) 104 
Marietta Street NW., Atlanta. Georgia 
30303: 

1. First Railroad & Banking Company 
of Georgia. Augusta. Georgia; to engage 
through a national bank subsidiary. 
Capital National Bank of South 
Carolina, Aiken. South Carolina, in 
certain consumer banking activities 
consisting of making direct and indirect 
loans at fixed and variable rates to 
consumers, issuing and operating credit 
and debit card services, and offering 
various types of high yield and limited 
access deposit accounts. 

Board of Governors of the Pedcral Reserve 
System, February 13.1985. 

|ames McAfee, 

Associate Secretary of the Board. 

[FR Doc. 8V-4314 Filed 2-21-85; 8:45 am) 

SILLING COOC MIS-0111 


Henry County Bancshares, Inc.; 
Application To engage de novo In 
Permissible Nonbanking Activities 

The company listed in this notice has 
filed an application under | 225.23(a)(1) 
of the Board's Regulation Y (12 CFR 
225.23(a)(1)) for the Board's approval 
under section 4(c)(8) of the Bank 
Holding Company Act (12 U.S.C. 
1843(c)(8)) and § 225.21(a) of Regulation 
Y (12 CFR 225.21(a)) to commence.or to 
engage de novo. either directly or 
through a subsidiary, in a nonbanking * 
activity that is listed in S 225.25 of 
Regulation Y as closely related to 
banking and permissible for bank 
holding companies. Unless otherwise 
noted, such activities will be conducted 
throughout the United States. 

The application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 
inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing on the 
question whether consummation of the 
proposal can "reasonably be expected 
to produce benefits to thejmblic, such 
as greater convenience, increased 
competition, or gains in efficiency, that 
outweigh possible adverse effects, such 
as undue concentration of resources, 
decreased or unfair competition, 
conflicts of interests, or unsound 
banking practices." Any request for a 


hearing on this question must be 
accompanied by a statement of the 
reasons a written presentation would 
not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

Unless othwerwise noted, comments 
regarding the application must be 
received at the Reserve Bank indicated 
or the offices of the Board of Governors 
not later than March 13.1985. 

A. Federal Reserve Bank of Atlanta 
(Robert E. Heck. Vice President) 104 
Marietta Street, N.W.. Atlanta. Georgia 
30303: 

1. Henry County Bancshares , Inc.. 
Stockbridge. Georgia; to endage de nova 
through its subsidiary. First Metro 
Mortgage Co,. Stockbridge, Georgia, in 
the origination and selling of mortgage 
loans. This activity will be conducted 
from an office located in Stockbridge. 
Georgia. 

Board of Governors of the Federal Reserve 
System. February 15, 1985. 

|omes McAfee, 

Associate Secretary of the Board 
|FR Doc. 85-4313 Filed 2-21-85: 8:45 am| 

BILLING COOC M10~0V4f 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Office of the Secretary 

Agency Forms Submitted to the Office 
of Management and Budget for 
Clearance 

Each Friday the Department of Health 
and Human Services (HHS) publishes a 
list of information collection packages it 
has submitted to the OfBce of 
Management and Budget (OMB) for 
clearance in compliance with the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). The following are those 
packages submitted to OMB since the 
last list was published on February 15, 
1985. 

Office of the Secretary 

Subject: Request for Advance or 
Reimbursement-Extension (0990-0059), 
Respondents: State/local 
governments, businesses or other for- 
profit, non-profit institutions. 

Subject: Update Study of Consumer 
Complaint Handling by Government. 
Business and Voluntary Groups—New. 

Respondents: State/local 
governments, businesses, non-profit 
institutions. 
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Subject: Federal Cash Transaction 
Report—Extension (0990-0078). 

Respondents: State/local 
governments, businesses or other for- 
profit, non-profit institutions. 

OMB Desk Officer: Robert J. Fishman. 

Health Care Financing Administration 

Subject: Payments to Health 
Maintenance Organizations and 
Competitive Medical Plans HCFA-R- 
29—New. 

Respondents: Health Maintenance 
Organizations and Competitive Medical 
Plans. 

Subject: Licensure Forms for the 
Clinical Laboratory improvement Act 
HCFA-200. 201. 202, 203, 206 and 209 
Ex tens ion—(0938-0151). 

Respondents: Clinical Labs. 

Subject: Electronic Media Claim/Hard 
Copy Study HCFA-471—New. 
Respondents: Providers/carriers. 
Subject: Regional Office Medicaid 
Quality Control Federal Rereview 
Process HCFA-9010—Extension (0938- 
0210 ). 

Respondents: Medicaid State 
Agencies. 

Subject: Questions on Other Insurance 
Available to Medicare Beneficiary 
HCFA-9009 HCFA-L-365— 
Reinstatement (0938-0214). 

Respondents: intermediaries/carriers. 
Subject: Inpatient Admission and 
Billing/Christian Science Sanatorian 
HCFA-1488—Extension (0938-0015). 
Respondents: Hospital/SNFs. 

Subject: Installment Agreement on 
Beneficiary Refund of Overpayment 
HCFA-90G5—Reinstatement (0936- 
0211 ). 

Respondents: Beneficiaries. 

OMB Desk Officer Fay S. ludicello. 

Social Security Administration 

Subject: Vocational Rehabilitation 
*'301" Program Development SSA- 
4290—Revision (0960-0282). 

Respondents: States. 

OMB Desk Officer Robert Fishman. 

Public Health Service. 

National Institutes of Health 

Subject: Format Instructions for 
Research Centers in Minority 
Institutions—New. 

Respondents: Non-profit institutions. 

Alcohol. Drug Abuse and Mental Health 
Administration 

Subject: Confidentiality of Alcohol 
and Drug Abuse Patient Records— 
Reinstatement (0930-0092). 

Respondents: Federal agencies; non¬ 
profit institutions; businesses. 

OMB Desk Officer Fay S. ludicello. 


Food and Drug Administration 

Subject: New Drug and Antibiotic 
Regulations Revision (0910-0001). 
Respondents: Drug Manufacturers. 
OMB Desk Officer Bruce Artim. 
Copies of the above information 
collection clearance packages can be 
obtained by calling the HHS Reports 
Clearance Officer on 202-245-6511. 

Written comments and 
recommendations for the proposed 
information collections should be sent 
directly to the appropriate OMB Desk 
Officer designated above at the 
following address: OMB Reports 
Management Branch. New Executive 
Office Building. Room 3208. Washington. 
D.C. 20503. ATTN: (name of OMB Desk 
Officer). 

Dated: February 15.1985. 

Wallace O. Keene. 

Acting Deputy Assistant Secretary for 
Management Analysis and Systems. 

(FR Doc. 85-4335 Filed 2-21-85; 8:45 am) 

BILLING COOC 4150-04-N 


Centers for Disease Control 

Occupational Safety and Health; 
Request for Comments and Secondary 
Data on the Use and Health Effects of 
1,3-Dichloropropene 

Correction 

In FR Doc. 85-2784 beginning on page 
4913. in the issue of Monday. February 4. 
1985. make the following correction: 

On page 4914, in the first column, in 
the second paragraph under 
SUPPLEMENT ARY INFORMATION '. in the 
fifth line, “dibromochloropane" should 
read "dibromochloropropane". 

BILLING COOC 1505-01-M 


Food and Drug Administration 
(Docket No. 85F-0024] 

EMS-CHEMJE AG; Filing of Food 
Additive Petition 

agency: Food and Drug Administration. 
action: Notice. 

summary: The Food and Drug 
Administration (FDA) is announcing 
that EMS-CHEMtE AG has filed a 
petition proposing that the food additive 
regulations be amended to provide for 
the safe use of nylon 6/12, which may 
contain nylon 6/66/12 and N. N- 
distearoylethylenediamine, as a 
component of laminated films for high 
temperature food contact. 
for further information contact: 
George H. Pauli, Center for Food Safety 
and Applied Nutrition (HFF-334), Food 


and Drug Administration, 200 C Street 
SW.. Washington. DC 20204, 202-472- 
5690. 

supplementary information: Under 
the Federal Food. Drug, and Cosmetic 
Act (sec. 409(b)(5). 72TStat. 1786 (21 
U.S.C. 348(b)(5))). notice is given that a 
petition (FAP 3B3743) has been filed by 
EMS-CHEMIE AG. CH-7013 Domat / 
Ems, Switzerland, proposing that the 
food additive regulations be amended to 
provide for the safe use of nylon 6/12. 
which may contain nylon 0/66/12 and N, 
AT-distearoylethylenediaraine. as a 
component of laminated films which 
contact food at high temperature. 

The potential environmental impact of 
this action is being reviewed. If the 
agency finds that an environmental 
impact statement is not required and 
this petition results in a regulation, the 
notice of availability of the agency's 
finding of no significant impact and the 
evidence supporting that finding will be 
published with the regulation in the 
Federal Register in accordance with 21 
CFR 25.40(c) (proposed December 11, 
1979; 44 FR 71742). 

Dated: February 15.1965. 

Richard |. Ronk. 

Acting Director, Center for Food Safety and 
Applied Nutrition. 

(FR Doc. 85-4307 Filed 2-21-85; 8:45 am) 

BILLING COOC 4180-01-N 


[Docket No. 85F-O035] 

Witco Chemical Corp.; Filing of Food 
Additive Petition 

agency: Food and Drug Administration. 
action: Notice. 

summary: The Food and Drug 
Administration (FDA) is announcing 
that Witco Chemical Corp. has filed a 
petition proposing that the food additive 
regulations be amended to provide for 
the safe use of the reaction products of 
1,6-hexanedio! with azelaic acid, and/or 
polybasic and monobasic acids 
identified in 21 CFR 175.300(b)(3)(vii) (o) 
and (5). and/or tetrahydrophth?*!ic acid 
as components of adhesives for use in 
articles intended for use in contact with 
food. 

FOR FURTHER INFORMATION CONTACT: 

Vir Anand, Center for Food Safety and 
Applied Nutrition HFF-334), Food and 
Drug Administration, 200 C Street SW 
Washington. DC 20204, 202-472-5690 
SUPPLEMENTARY INFORMATION: Under 
the Federal Food. Drug, and Cosmetic 
Act (sec. 409(b)(5). 72 Stat. 1786 (21 
U.S.C. 348(b)(5))), notice is given that a 
petition (FAP 5B3844) has been filed by 
Witco Chemical Corp.. 3230 Brookfield 















Federal Register / Vol. 50, No. 36 / Friday. February 22. 1985 / Notices 


7389 


St , Houston. TX 77045. proposing that 
5 175.105 Adhesives (21 CFR 175.105) be 
amended to provide for the safe use of 
thf reaction products of 1,6-hexanediol 
with azelaic acid, and/or polybasic and 
monobasic acids identified in 21 CFR 
17 r ;.300(b)(3)(vii) (o) and (4). and/or 
tetrahydrophlhalic acid as components 
of adhesives for use in articles intended 
for use in contact with food. 

The potential environmental impact of 
this action is being reviewed. If the 
agency finds that an environmental 
impact statement is not required and 
this petition results in a regulation, the 
notice of availability of the agency's 
finding of no significant impact and the 
evidence supporting that finding will be 
published with the regulation in the 
Federal Register in accordance with 21 
CFR 25.40(c) (proposed December 11, 
1979; 44 ER 71742). 

Hated: February 14,1965. 

Richard J Ronk, 

Acting Director Center for Food Safety and 
Applied Nutrition. 

|FR Hoc. 85—4308 Filed 2-21-65; 645 am] 

0WINO COOC 4160-0! -II 


Health Resources and Services 
Administration 

Application Announcement for 
Advanced Nurse Training Grants, 

Nurse Practitioner Training Grants, 
and Nursing Special Protect Grants 

The Bureau of Health Professions, 
Health Resources and Services 
Administration announces that 
applications for the following nursing 
programs will be accepted in 1985: 

(l I Advanced Nurse Training Grants. 

(2) Nurse Practitioner Training Grants. 

(3) Nursing Special Project Grants. 

Advanced Nurse Training Grants 

Section 821. Public Health Service 
Act. and 42 CFR Part 57. Subpart Z. 
authorize assistance to meet the costs of 
projects to (a) plan, develop and 
operate, ft) significantly expand, or (c) 
maintain existing programs for 
advanced training of professional nurses 
to teach in the various fields of nurse 
training, to serve in administrative or 
•upemsory capacities, or to serve in 
other professional nursing specialties 
(including service as nurse clinicians). 

Eligible Applicants: Public and 
nonprofit private collegiate schools of 
nursing. 

This program is listed at 13.299 in the 
Catalog of Federal Domestic Assistance. 

Nurse Practitioner Training Grants 

Section 622(a)(1). Public Health 
Service Act. and 42 CFR Part 57. Subpart 


Y, authorize assistance to plan, develop 
and operate, significantly expand or 
maintain existing programs for the 
training of nurse practitioners. 

Eligible Applicants: Public or 
nonprofit private schools of nursing, 
medicine, and public health, public or 
nonprofit private hospitals and other 
public or nonprofit entities. 

This program is listed at 13.298 in the 
Catalog of Federal Domestic Assistance. 

Nursing Special Project Grants 

Section 820(a), Public Health Service 
Act. and 42 CFR Part 57. Subpart T. 
authorize assistance in meeting the 
costs of special projects to carry out one 
or more of the following designated 
purposes: 

(1) To increase nursing education 
opportunities for individuals from 
disadvantaged backgrounds as 
determined in accordance with criteria 
prescribed by the Secretary of Health 
and Human Services by: 

(1) Identifying, recruiting, and selecting 
such individuals. 

(ii) Facilitating the entry of such 
individuals into schools of nursing. 

(iii) Providing counseling or other 
services designed to assist such 
individuals to complete successfully 
their nursing education. 

(iv) Providing, for a period prior to the 
entry of such individuals into the regular 
course of education at a school of 
nursing, preliminary education designed 
to assist them to complete successfully 
such regular course of education, 

(v) Paying such stipends as the 
Secretary may determine for such 
individuals for any period of nursing 
education: and 

(vi) Publicizing, especially to licensed 
vocational or practical nurses, existing 
sources of financial aid available to 
persons enrolled in schools of nursing or 
who are undertaking training necessary 
to qualify them to enroll in such schools; 

(2) To provide continuing education 
for nurses; 

(3) To provide appropriate retraining 
opportunities for nurses who (after 
periods of professional inactivity) desire 
again actively to engage In the nursing 
profession: 

(4) To help to increase the supply or 
improve the distribution by geographic 
area or by specialty group of adequately 
trained nursing personnel (including 
nursing personnel who are bilingual) 
needed to meet the health needs of the 
Nation, including the need to increase 
the availability of personal health 
services and the need to promote 
preventive health care; or 

(5) To provide training and education 
to upgrade the skills of licensed 
vocational or practical nurses, nursing 


assistants, and other paraprofessional 
nursing personnel. 

Eligible Applicants: Public or 
nonprofit private schools of nursing or 
other public or nonprofit private entities. 

This program is listed at 13.359 in the 
Catalog of Federal Domestic Assistance. 

Application Deadlines 

Three review cycles are held annually 
for Advanced Nurse Training Grants, 
Nurse Practitioner Training Grants, and 
Nursing Special Project Grants. The 
application deadline dates are March 1, 
July 1 and November 1. Applications 
shall be considered as meeting the 
deadline if they are either 

(1) Received on or before the deadline 
date, or 

(2) Postmarked on or before the 
deadline date, and received in time for 
review. 

A legibly dated receipt from a 
commercial carrier or U.S. Postal 
Service will be accepted in lieu of a 
postmark. Private metered postmarks 
shall not be acceptable as proof of 
timely mailing. 

Amounts Available 

The following amounts are expected 
to be available for Fiscal Year 1985 
competing awards: 

tmon 


Advanced no tm laming grams_ _ $6 0 

Nutm ptaefttonar trwrtng grant! ..-. 4 7 

Nurwg ipeoal project* grams _-___„ 33 


For specific guidelines and 
information regarding these programs 
contact: Division of Nursing. Bureau of 
Health Professions, Health Resources 
and Services Administration, Purklawn 
Building, Room 5C-28. 5600 Fishers 
Lane. Rockville, Maryland 20857. 
Telephone: (301) 443-5786. 

Questions regarding grants policy 
should be directed to: Grants 
Management Officer. Bureau of Health 
Professions. Health Resources and 
Services Administration. Parklawn 
Building, Room 8C-22. 5600 Fishers 
Lane, Rockville. Maryland 20657. 
Telephone: (301) 443-6915. 

These programs are no! subject to the 
provisions of Executive Order 12372, 
Intergovernmental Review of Federal 
Programs or 42 CFR Part 100. 

Dated: February 15,1985, 

Robert Graham. 

Administrator, Assistant Surgeon General. 
|FR Doc. 85-4303 Filed 2-21-85; 8 45 ami 

B»LUNG COOC 41«Mt-«l 
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Office of Human Development 
Services 

Native American Programs; 
Amendment to Program 
Announcement 

agcncy: Office of Human Development 
Services. HHS. 

action: Subject: Amendment to Program 
Announcement 13012-051. published in 
the Federal Register on August 1 . 1984 
(49 FR 30889-30882) 

summary: The Administration for 
Native Americans (ANA) is amending 
ANA Program Announcement 13612-851 
to include an emphasis on housing 
initiatives to enlarge and improve the 
housing stock available to Native 
Americans. Those applicants who were 
funded on the October 10.1984 and 
those who are selected on the February 
28. 1984 closing dates of 13612-851. may 
submit an additional application for one 
or more housing objectives or projects. 
The deadline for these supplemental 
applications is May 10. Applicants for 
the June 30.1985 closing date may 
include housing initiatives in their social 
and economic development strategies 
(SEDS). 

FOR FURTHER INFORMATION CONTACT: 

Applicants may contact Dorothy S. 
Johnson. ANA. Office of Human 
Development Services, DHHS. 330 
Independence Avenue. SW.. 

Washington. DC. 20201. (202) 245-7730. 
SUPPLEMENTARY INFORMATION: The 
Administration for Native Americans is 
authorized under the Native American 
Programs Act of 1974. Pub. L 93-644. as 
amended. 42 U.S.C. 2991 el seq. 
Regulations covering this program are 
published in the Code of Federal 
Regulations in 45 CFR Part 1336. 

Program Announcement 13612-851 
announced that financial assistance is 
available for Indian tribes and Native 
American organizations under a 
competitive grant application process. It 
established closing dates for the receipt 
of applications as follows: October 10. 
1984; February 28,1985: and June 30. 

1985. The purpose of this program 
announcement is to announce the 
availability of assistance to promote 
self-sufficiency for Native Americana 
through support of local social and 
economic development projects. We are 
amending the announcement to 
emphasize our commitment to improving 
the quality and quantity of housing units 
available to Native Americans. 

The amendments to Program 
Announcement 13612-851 are as 
follows: Under "Program Priority and 
Expected Outcomes." the following 
additional examples of results expected 


from ANA supported housing projects 
are to be added: 

Governance—ANA Goal 1 

• Zoning ordinances or iand use 
codes. 

• Contracts for management of 
housing programs. 

• Conversion of Federally-owned 
housing units to tribally-owned units. 

• Development of legislation to form 
tribal home finance authorities and 
Indian lands enterprise zones. 

• Codes and standards to regulate the 
construction industry on the reservation. 

Economic Development—ANA Goal 2 

• Attraction of a manufacturer of 
homes, modules or components to a 
near reservation or on reservation site 
to produce employment, to reduce 
transporation costs of finished products, 
and to develop a manufactured house 
specifically designed for use on an 
Indian reservation. 

• Development, expansion, or both’of 
tribal home mortgage financial 
institutions by. but not limited to: 
forming a tribal trust or correspondent 
mortgage company; expanding a tribal 
credit program; or joint venturing with 
an existing correspondent mortgage 
company, bank, organization, business 
enterprise, or another tribal government. 

• Development mechanisms or 
provisions to organize, coordinate, or 
package existing housing related 
activities, such as construction loans, 
bonding, surety, insurance, etc. 

Social Development—ANA Goal 3 

• Licenses obtained by Native 
American urban organizations to 
provide housing or other related 
services for State and locat 
governments. 

• Initiation of an "Urban 
Homesteading" program for o/F- 
reservation families. 

• Development of alternate bousing 
concepts, designs, or both that address 
socially distressed children and adults, 
such as "safe" homes, youth-elderly 
facilities promoting "foster- 
grandparenting." and "independent 
living" for near-aduits. 

• Tenant-landlord courts. 

• Eligible Applicants: No Change from 
Program Announcement 13612-851. 
Those applicants who were funded on 
the October 10,1984 and those who are 
selected on the February 28, 1984 closing 
dates may submit an additional 
application for one or more housing 
objectives or projects. The deadline for 
these supplemental applications is May 
10. Applicants for the June 30. 1985 
closing dates may include housing 


initiatives in their social and economic 
development strategies. 

Dated: February 15.1985. 

William Lynn Engles, 

Commissioner. Administration for Native 
Americans. 

Approved: February' 19. 1985. 

Dorcas K Hardy. 

Assistant Secretary for Human Development 
Services. 

|FK Doc. 85-4440 Flied 2-21-85: 845 amj* 

biuino cooc 4tasavaa 


Public Health Service 

Annual Reports of Federal Advisory 
Committees; Availability 

Notice is hereby given that, pursuant 
to section 13 of Pub. L 92-463. the 
Annual Reports for the following Office 
of the Assistant Secretary for Health 
Federal Advisory Committees have be^n 
filed with the Library of Congress: 
Health Services Research and 
Developmental Grants Review 
Committee 

Health Care Technology Study Section 
Copies are available to the public for 
inspection at the Library of Congress. 
Special Forms Reading Room, Main 
Building, or weekdays between 9 am 
and 4:30 pm at the Department of Health 
and Human Services. Department 
Library. North Building. Room 1436. 330 
Independence Avenue, Southwest. 
Washington. D.C. 20201, telephone (202) 
245-6791. Copies may be obtained from 
Mr. Ralph L Sioat. National Center for 
Health Services Research and Health 
Care Technology Assessment. Room 
152, Park Building. 5600 Fishers Lane. 
Rockville, Maryland 20857, telephone 
(301)443-3091. • 

|ohn E. Marshall. 

Director. National Center for Health Senses 
Research and Health Care Technology 
Assessment 

[FR Doc 85—4437 Filed 2-21-8S; 845 am) 
BfLiJMG COOC 41M-17-H 


DEPARTMENT OF THE INTERIOR 

Office of the Secretary 

Privacy Act of 1974; Revision of 
Notices of Systems of Records 

Pursuant to the provisions of the 
Privacy Act of 1974, as amended (5 
U.S.C. 552a), notice is hereby given that 
the Department of the Interior proposes 
to revise five notices describing systems 
of records maintained by the Bureau of 
Reclamation. Except as noted below, all 
changes being published are editorial in 
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nature, and reflect organization changes 
ami other minor administrative 
rev isions which have occurred since the 
previous publication of the material in 
the Federal Register. 

The five Bureau of Reclamation 
systems of records notices listed below 
an 3 being combined into one composite 
notice because of the similarity of the 
nature and purposes of the records. The 
composite notice, published in its 
entirety below, is titled “Individual 
Records of Issue—Interior, 

Reclamation —11“, and replaces the 
following notices: 


Syieara 

ru-OW 

Syrtum nvn# 

Federal 

Reoteler 

pubScafcon 

ua-a 

OrNtr'i Uoanaa lmanor. 

4/11/77. 42 FR 


Reclamation—4 

10096 

UBR-10 

iRoMciion CmN—iMMy, 

4/11/77. 42 FR 


Reclamation—10 

19097 

iBR-n 

tndwdual Record of 

4/11/77. 42 FR 


Inun—I nterior, Reciama 
ttorv-11 

19097 

lBR-23 

PtiftinQ Interior, Radar** 

4/11/77. 42 FR 


tioo—23. 

19101 

IBR-30 

Sale OrMng Record*—Interi¬ 

4/11/77. 42 FR 


or, Reclamation—30 

19104 


One new compatible routine use is 
being added to the composite notice 
published below which provides for 
routine disclosures to other Federal 
agencies for the purpose of collecting a 
debt owed the Federal government. All 
other routine uses in the composite 
notice were contained in the individual 
notices being replaced. 

5 U.S.C. 552a(e}(ll) requires that the 
public be provided a 30-day period in 
which to comment. Therefore, written 
comments on these proposed changes 
can be addressed to the Department 
Privacy Act Officer, Office of the 
Secretary (PIR), U.S. Department of the 
Interior, Washington, D.C. 20240. 
Comments received on or before March 
25,1985, will be considered. The notice 
published below shall be effective as 
proposed without further notice at the 
end of the comment period, unless 
comments are received which would 
require a contrary determination. 

Dated; February 12.1965. 

I*m*« P fadloa, 

Acting Director, Office of Information 
Resources Management. 

'KTERIOR/WBR-11 

*wni NAME: 

Individual Records of Issue—Interior, 

Reclamation —11. 

ivrri m location: 

Bureau of Reclamation Headquarters 
Office, Engineering and Research 
0«nter. Regional Offices: Pacific 
Northwest, Mid-Pacific, Lower 
Colorado, Upper Colorado. Southwest. 


Upper Missouri, Lower Missouri. See 
appendix for addresses. 

CATEGORIES OF INDIVIDUALS COVERED BV THE 
SYSTEM: 

Reclamation and contract employees. 

CATEGORIES OF RCCOROS IN THE SYSTEM: 

Registers and records of Reclamation 
and contract employees having assigned 
Government parking spaces: I D. cards, 
and passes: keys issued; drivers* 
licenses and driving records. 

AUTHORITY FOR MAINTENANCE Of THE 

system: 

40 U.S.C 471. 486, 491. and 44 U.S.C 
3101. 

ROUTINE USES OF RECORDS MAINTAINED IN 
THE SYSTEM, INCLUDING CATEGORIES OF 
USERS AND THE PURPOSES OF SUCH USES: 

The primary uses of these records 
include: assignment and control of 
Government parking spaces, keys 
issues, and official identification cards 
and passes; recording LD. numbers, 
drivers license numbers and expiration 
dates; facilitating collection of LD. 
cards, passes, parking permits, drivers' 
licenses, and keys when employees 
terminated employment; recommending 
safe driving awards, administration of 
the Bureau’s driver license program; and 
for reporting purposes. Disclosures 
outside the Department of the Interior 
may be made: (1) To the Department of 
Justice when related to litigation or 
anticipated litigation; (2) of information 
indicating a violation or potential 
violation of a statute, regulation, rule, 
order, or license to appropriate Federal. 
State, local, or foreign agencies 
responsible for investigating or 
prosecuting the violation or for enforcing 
or implementing the statute, rule, 
regulation, order, or license; (3) from the 
record of an individual in response to an 
inquiry from a congressional office 
made at the request of that individual; 

(4) to the National Safety Council for 
issuance of safe driving awards; (5) 
where relevant or necessary to the 
hiring or retention of an employee, or 
the issuance of a security clearance, 
license, contract, grant, or other benefit, 
information may be disclosed: (a) To a 
Federal agency that has requested the 
information, or (b) to a Federal, State, or 
local agency to enable the Department 
of the Interior to obtain information 
from such agency; and (6) to a Federal 
agency for the purpose of collecting a 
debt owed the Federal Government 
through administrative or salary' offset. 


POLICIES AND PRACTICES FOR STORING. 
RETRIEVING, ACCESSING, RETAINING, ANO 
DISPOSING OF REC0R08 IN THE SYSTEM: 

STORAGE: 

Manual and computer. 

RETRIEV ABILITY: 

By employee name or number. 

SAFEOUAROS: 

In accordance with requirements of 43 
CFR 2.51 for computer and manual 
records. 

RETENTION AND OISPOSAU 

In accordance with approved 
retention and disposal schedules. 

SYSTEM MANAGER(S) ANO ADDRESS: 

Issuing Officers. Bureau of 
Reclamation Headquarters Offices. 
Engineering and Research Center, 
Regional Offices: Pacific Northwest, 
Mid-Pacific, Lower Colorado, Upper 
Colorado. Southwest, Upper Missouri. 
Lower Missouri. See appendix for 
addresses. 

NOTIFICATION PROCEDURE: 

Written inquiries regarding the 
existence of a record(s) should be sent 
to the System Manager at the 
appropriate address listed in the 
appendix. See 43 CFR 2.60. 

RECORD ACCESS PROCEDURE: 

Same as Notification above. See 43 
CFR 2.63. 

CONTESTING RECORO PROCEDURE: 

Written petitions for amendment 
should be sent to the System Manager at 
(he appropriate address listed in the 
appendix. See 43 CFR 2,71. 

RECORO SOURCE CATEGORIES: 

Individuals on whom records are 
maintained, responsible Reclamation 
employees, and applicable Reclamation 
and State Department of Motor Vehicle 
records. 

|FR Doc. 85-4385 Filed 2-21-85; 8:45 am) 

BILLING COOC OKMH-M 


Bureau of Land Management 

Worland District, Washakie Resource 
Area, Portions of Big Horn, Washakie, 
and Hot Springs Counties, WY; Call for 
Coal Resource Information 

agency: Bureau of Land Management, 
Interior. 

action: Call for coal resource 
information for the Washakie Resource 
Area. Worland District. Wyoming. 
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summary: The Worland District is 
preparing a Resource Management Plan 
(RMP) to guide future management 
actions on the public lands within the 
Washakie Resource Area. The 
Washakie Resource Area consists of the 
portions of Hot Springs and Washakie 
Counties east of the Big Horn River and 
the portion of Big Horn County east of 
the Big Horn River and south of Shell 
Creek. Lands in the Wind River Indian 
Reservation and the Big Horn National 
Forest which may fall within the area 
described above are excluded from the 
planning area. The Notice of Intent To 
Prepare a Resource Management Plan 
was published on February 3,1983. 

This notice is the call for coal 
resource information required by 43 CFR 
3420-2. As a result of this notice, any 
serious indications of interest, 
information on coal resource 
development potential and additional 
information on surface resource values 
related to the twenty coal unsuitability 
criteria described in 43 CFR 3461.1 will 
be used to identify areas of interest for 
possible leasing of Federal cool in the 
Washakie Resource Area between 1966 
and 1996. In addition, any such 
information submitted wall help to 
ensure that the RMP and subsequent EIS 
cover the fullest possible range of 
resource considerations. 

The BLM has limited coal resource 
data for the planning area and will be 
unable to conduct further inventories. 
Parties interested in Federal coal leasing 
and development will be expected to 
provide coal resource data for their 
areas of interest. The planning schedule 
for this RMP/EIS requires that areas of 
Interest coal resource data and other 
related resource data must be submitted 
to the address below by March 29,1985. 

The W'ashakie Resource Area is not 
within a designated coal production 
region. Federal coal leasing in areas 
outside of coal regions may be 
considered apart from the competitive 
leasing process set out in 43 CFR 3420.3 
through 3420.5-2. Coal leasing in the 
Washakie Resource Area will be done 
on a case-by-case basis called "Leasing 
on Application." under the appropriate 
provisions of 43 CFR and 3425 and 43 
CFR 3420.1-1 through 3420.1-8. (Note 
that the sale and issuance of Federal 
coal leases under these provisions is 
still done through a competitive bidding 
process.) 

Identification at this time of definite 
interests in leasing during the 1966 to 
1996 period, substantiated with 
adequate coal and other resource data, 
will allow these interests to be 
addressed in the RMP. Thus, 
unnecessary work, delays, or near term 


revisions of the plan may be avoided if 
coal lease applications are submitted. 
address: Indications of interest and 
Information on coal resource 
development should be submitted by 
March 29.1985 to: Washakie Resource 
Area Manager. Bureau of Land 
Management P.O. Box 119; Worland. 
Wyoming 82401. 

FOR FURTHER INFORMATION CONTACT: 

For further information, contact Roger 
Inman. Area Manager, at the address 
above or telephone (307) 347-9871. 
Chester E. Conrad. 

District Manager. 

[FR Doc. 85-4328 Filed 2-21-65: 845 am) 
SELLING cooe 


Application for Issuance of Disclaimer 
of Interest to Lands In Oregon 

Notice is hereby given that the United 
States of America, pursuant to the 
provisions of the Federal Land Policy 
and Management Act of 1976 (FLPMA), 
Section 315, 43 U.S.C. 1745 (1976). does 
hereby give notice of its intention to 
disclaim all interest in the following 
described property: 

Willamette Meridian. Oregon. Lane County 

T. 23 S.. R.3 W .. 

Sec. 3, NWWNWtt. 

Containing 39.84 acres. 

After review of the official records, it 
has been determined by the Bureau of 
Land Management that all of the above- 
described land was erroneously 
conveyed to the United States on July 
30,1936. by Lane County. 

Any person wishing to submit a 
protest, claim or comments on the above 
disclaimer should do so in writing 
before the expiration of 90 days from the 
date of publication of this notice. If no 
protest is received, the disclaimer will 
become effective on or about June 1. 
1985. and title will pass to Lane County. 
Information concerning this land and the 
proposed disclaimer may be obtained 
from the Bureau of Land Management. 
Oregon State Office, P.O. Box 2965, 
Portland. Oregon 97208. 

Dated: February 15,1985. 

IIarid A B«rendt, 

Chief. Branch of Lands and Minerals 
Operations. 

|FR Doc. 85—4398 Filed 2-21-85; 8 45 am| 

BILLING cooe 4910-3VN 


Proposed Notice to Lessees and 
Operators of Federal Geothermal 
Leases 

AGENCY: Bureau of Land Management 
Interior. 


action: Proposed Notice to Lessees and 
Operators of Federal Geothermal 
Leases. 

summary: The California State Office. 
Bureau of Land Management proposes a 
Notice to Lessee (NTL) on drilling deep 
temperature gradient holes in California 
This NTL proposes guidelines to 
geothermal lessees/operators for drilling 
temperature gradient holes deeper than 
500 feet (152 meters). The NTL presents 
requirements for permit application, 
drilling, and reporting the completion of 
operations. 

ADDRESS: Copies of the proposed NT1. 
may be obtained between the hours of 
7:30 a til and 4:00 p.m. PST, at: 
California State Office, Bureau of Land 
Management 2000 Cottage Way. Rm. E~ 
2727. Sacramento. CA 95825. (916) 484- 
4515. 

DATE: Comments must be received at the 
above address no later than April 15. 
1985. 

FOR FURTHER INFORMATION CONTACT: 

Douglas Koza, Division of Mineral 
Resources. (916) 484-4515. 

Dated: February 15.1985. 

Robert M. Anderson, 

Deputy State Director. Mineral Resources. 
[FR Doc. 85-4399 Filed 2-21-85: 8 45 am] 

SMJJNQ COOC 4910-40-41 


Public Meeting on Proposed Transfer 
of Jurisdiction, Alaska 

agency: Bureau of Land Management. 

Interior. 

action: Notice. 

summary: This notice is tp inform the 
public that a meeting will be held to 
gather comments and suggestions in 
connection with the proposed transfer of 
administrative jurisdiction over the 
Gilmore Creek Tracking Station from the 
National Aeronautics and Space 
Administration to the National Oceanic 
and Atmospheric Administration. The 
public is welcome to attend the meeting. 
date: The meeting will be held on 
March 28, 1985, from 6:30 p.m. to 8:30 
p.m. 

adoress: The meeting will be held at 
the Noel Wien Memorial Library 
auditorium, 1215 Cowles Street, 
Fairbanks, Alaska 99701. 

FOR FURTHER INFORMATION CONTACT: 

Michael Green. Yukon Resource Area 
Manager. Bureau of Land Management, 
Fairbanks District Office, P.O. Box 1158 
Fairbanks. Alaska 99707. Teh (907) 356- 
5368. 

SUPPLEMENTARY INFORMATION: On 

August 14. 1964. the National Oceanic 
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and Atmospheric Administration filed 
an application to transfer jurisdiction of 
the Gilmore Creek Tracking Station from 
the National Aeronautics and Space 
Administration. The facility is located 13 
miles northeast of Fairbanks on 
approximately 8,500 acres of public 
lands. These lands are presently 
v. thdra wn and are proposed to remain 
withdrawn from settlement, sale, 
location or entry under the general 
public land laws, including the mining 
laws, but not from teasing under the 
mineral leasing laws. 

The purpose of the withdrawal is for 
continued use of the Spaceflight 
Tracking and Data Network Station in 
support of weather satellites and other 
programs. The natural terrain features of 
the withdrawn lands contribute to a 
"quiet** radio environment, relatively 
free of man-made sources of radio 
frequency Interference which cause 
degradation of data received from 
satellites. The lands have been used for 
this purpose since 1965. „ 

A Notice of Proposed Transfer of 
lunsdicttan was published in the 
Nove mber 9,1984 issue of the Federal 
Register as FR Doc. 84-29547 on page 
44815. Written comments, suggestions or 
objections in connection with the 
proposed transfer were sought for a 
period of 90 days from the date of 
publication. « 

Notice is hereby given that a public 
meeting will be held in connection with 
the proposed transfer at the time and 
place stated above. The public will have 
the opportunity to express any 
comments during the meeting. Written 
comments will continue to be accepted 
through April 15,1985, at the Fairbanks 
District Office. All commmcnts will 
become part of the permanent record 
pertaining to the proposed transfer. 

The application is being processed in 
accordance with the regulations set 
forth in 43 CFR Part 2300 
Donald R Runbcrg. 

Ur//# District Manager. 

|PR Doc 85-4424 Tiled 2-21-85. 8:45 mn| 

■SUMS COOC 4310-JA-M 


Shoshone District Advisory Council 
and Grazing Advisory Board; Joint 

Meeting 


agency: Bureau of Land Management 

(BLM), Interior. 

action: Notice of Meeting. 

summary: This notice sets forth the 
schedule and proposed agenda for a 
joint meeting of the Shoshone District 
Advisory Council and Grazing Advisory 

Board. 


date: Wednesday. March 2a 1965 at 
1:30 p.m. 

address: BLM District Office, 400 West 
F Street. Shoshone. Idaho 83352. 

FOR FURTHER INFORMATION CONTACT: 

)on Idso. ADM for Resources. Shoshone 
District Office, P.O. Box 2B. Shoshone, 
Idaho 83352. Telephone (208) 888-2206 or 
FTS 554-6576. 

SUPPLEMENTARY INFORMATION: The 

proposed agenda for the meeting 
includes the following items: 

Monument RMP Update 

Grazing Fee Study 

BLM f Forest Service foterchftnge 

The Shoshone District Advisory 
Council is established under Section 309 
of the Federal Land Policy and 
Management Act of 1976 (Pub. L 94-579; 
43 U.S.C. 1701 et seq.) as amended. The 
Shoshone District Grazing Advisory 
Board is established under section 403 
of the Federal Land Policy and 
Management Act. as amended 
Operation and administration of the 
Council and Board will be in accord 
with the Federal Advisory Committee 
Act of 1972 (Pub. L 92-463; 5 U.S.C. 
Appendix 1) and Department of Interior 
regulations, including 43 CFR Part 1784. 

The meeting will be open to the 
public. Anyone may present an oral 
statement between 2:00 and 3:00 p.m. or 
may file a written statement regarding 
matters on the agenda. Oral statements 
will be limited to ten minutes. Anyone 
wishing to make an oral statement 
should notify the Shoshone District 
Manager by March 19.1985. Records of 
the meeting will be available in the 
Shoshone District Office for public 
insection or copying within 30 days after 
the meeting. 

Charted J. Hairier. 

District Manager. 

|FR Due. AV4X2S Filed 2-21-85. 8 45 ami 

BILLING COOC 4110-00*41 


Casper District Office, Wyoming; 
Casper District Grazing Advisory 
Board, Meeting 

agency: Bureau of Land Management, 
Interior. 

action: District Grazing Advisory Board 
Meeting. 

summary: The Casper District Grazing 
Advisory Board will meet at 10:00 a jn. 
on March 26.1985. The agenda will 
include election of a chairman, 
discussion of range improvement 
projects, the Forest Service/BLM 
Interchange, cooperative management 
agreements, and brief reports on the 


status of land use planning in the 
Buffalo and Platte River Resource areas. 

DATE: March 26,1985:10:00 a.m. 

address: To request summary minutes 
or time on the agenda, contact: Bureau 
of Land Management. Casper District 
Office. 951 North Poplar. Casper, WY 
82601. 

SUPPLEMENTARY INFORMATION: This 
meeting is held In accordance with Pub. 
L 92-463 and 94-579. The meeting is 
open to the public. Time will be 
available for public statements to the 
Board. Interested persons may testify or 
submit written statements for Board 
consideration. Anyone wishing to make 
an oral statement should notify the 
district manager by March 28,1985. 
Depending on the number of persons 
wishing to make statements, a per 
person time limit may be imposed by the 
district manager. 

Summary minutes of the Board 
meeting will be maintained in the 
district office and be available for public 
inspection within 30 days following the 
meeting. 

FOR FURTHER INFORMATION CONTACT: 

Runore Wycoff. (307) 281-5557. 

Dated: February 13.1985. 

Jiimoft VV Monroe. 

District Manager. 

|FR Doc. 85-4371 Filed 2-21-88. 645 umj 

Ol LUNG COOC 4110-04>M 


Prinevilie District Grazing Advisory 
Board and Prinevtlle District Advisory 
Council; Meeting 

Notice is hereby given in accordance 
with Pub. L 92-463 of a meeting of the 
Prinevilie District Grazing Advisory 
Board and Advisory Council to be held 
March 19.1985. 

The meeting will take place at HfcOO 
a.m. in the conference room of the 
Bureau of Land Management office 
located at 185 East 4th Street. P.O. Box 
550. Prinevilie. OR 97754. 

The agenda will center on the 
following information items: 

1. BIM/USFS Interchange Program. 

2. Grazing Fee Study. 

3. Stewardship Program. 

The meeting is open to the public. 
Anyone wishing to attend and/or make 
written or oral statements to the board 
is requested to contact the District 
Manager at the above address prior to 
March 12.1985. 

Summary minutes of the meeting will 
be available for review and 
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reproduction within 30 days following 
the meeting, 
fames L Hancock. 

Associate District Manager. 

February 12,1985. 

IKR Doc. 85-4326 Filed 2-21-85; 8:45 amj 

WLUNO COOC 4310-33-M 


Shoshone District Grazing Advisory 
Board; Meeting 

agency: Bureau of Land Management 
(BLN!). Interior. 

action: Notice of Meeting. 

summary: This notice sets forth the 
schedule and proposed agenda for a 
meeting of the Shoshone District 
Grazing Advisory Board. 

date Thursday, March 21,1985 at 9:30 
a.m. 

aooress: BLM District Office, 400 West 
F Street, Shoshone. Idaho 83352. 

FOR FURTHER INFORMATION CONTACT: 

Jon Idso, ADM for Resources. Shoshone 
District Office, P.O. Box 2B, Shoshone, 
Idaho 83352. Telephone (208) 888-2206 or 
FTS 554-0576. 

SUPPLEMENTARY INFORMATION: The 

proposed agenda for the meeting 
includes the following items: 

Election of Officers 

Disbursement of Advisory Board Funds 
Financial Report 

Update on Weed Control Program 

The Shoshone District Crazing 
Advisory Board is established under 
section 403 of the Federal Land Policy 
and Management Act of 1970 (Pub. L 
94-579: 43 U.S.C. 1701 et aeq.) as 
amended. Operation and administration 
of the Board will be in accord with the 
Federal Advisory Committee Act of 1972 
(Pub. L 92-463: 5 U.S.C. Appendix 1) 
and Department of Interior regulations, 
including 43 CFR Part 1784. 

The meeting will be open to the 
public. Anyone may present an oral 
statement between 1:00 and 2:00 p.m. or 
may file a written statement regarding 
matters on the agenda. Oral statements 
will be limited to ten minutes. Anyone 
wishing to make an ora! statement 
should notify the Shoshone District 
Manager by March 20,1985. Records of 
the meeting will be available in the 
Shoshone District Office for public 
inspection or copying within 30 days 
after the meeting. 

Charles J. Hairier. 

District Manager. 

|FR Doc. 65-4330 Filed 2-21-85; 8.45 am) 

BILLING COOC 4310-00-41 


IC-38371-A] 

Colorado; Notice of Realty Action- 
Sale of Public Land In Gunnison 
County 

agency: Bureau of Land Management. 
Interior. 

action: Notice of Realty Action C- 
38371-A. Sale of public land in 
Gunnison County. Colorado. 

summary: The following described land 
has been examined and identified as 
suitable for disposal by sale under 
section 203 of the Federal Land Policy 
and Management Act of 1976 (90 Slat. 
2750: 43 U.S.C. 1713) at no less than the 
appraised fair market value of $24,000. 

New Mexico Principal Meridian. Colorado 
T. 48 N. R. 4 W 

Sec. 6. lot 18 and SEV«SWft. 

Containing 80.00 acres. 

The lands described are hereby 
segregated from appropriation under the 
public land laws, including the mining 
laws, pending disposition of this action. 

This sale is consistent with the 
Bureau's Land Use Plan for the area. 
Further, the lands are difficult and 
uneconomic to manage by this or any 
other Federal agency. 

Bidding 

The Federal Land Policy and 
Management Act requires that bidders 
must be citizens of the United States, 18 
years of age or over, or in the case of a 
corporation, be subject to the laws of 
any State of the United States. Bids may 
be made by a principal (the one desiring 
to purchase the land) or his duly 
qualified agent Each bid must be for all 
the land in a specified parcel. 

Method of Bidding 

Bidding will be sealed bid only. To be 
considered, bids must be received in the 
Montrose District Office, on or before 
10:00 a.m. the day of the sale. Bids 
accompanied by a certified check, postal 
money order, bank draft, or cashier's 
check made payable to the "Department 
of the Interior—Bureau of Land 
Management" for not less than one-fifth 
(20%) of the amount of the bid, must be 
in a separate scaled envelope within the 
transmittal envelope. The scaled 
envelope must be marked in the lower 
left-hand comer "Sealed Bid, Public 
Land Sale. C-38371-A. sale to be May 
15,1985." All sealed bids will be opened 
at 1:00 p.m. on the day of the sale. If two 
or more envelopes are received 
containing valid bids of the same 
amount for the same parcel, the 
successful bid shall be determined by 
drawing. The successful high bidder will 
be required to submit the remainder of 


the bid price in cash, by certified check 
bank draft, money order, or any 
combination of these within 180 days 
after the determination of the highest 
bid. 

Sale Continuation 

If the parcel does not sell at the May 
15.1985, sale the parcel will be offered 
the second Wednesday of every month 
beginning on June 12,1985, and 
continuing until the parcel is sold or 
withdrawn. 

Mineral Estate Disposition 

This parcel has been determined to he 
without mineral value. Accordingly, the 
successful high bidder will be required 
to file a mineral conveyance application 
with the Montrose District Manager 
simultaneously with the final payment 
of the purchase price for the parcel. The 
mineral conveyance application must he 
accompanied by a $50.00 fee. 

Post Sale Instructions 

If the final purchase price payment 
and the mineral conveyance application 
and $50.00 fee are not received within 
the specified 180 days, the high bid will 
be rejected, the deposit will be forfeited, 
and the land will be offered to the 
second highest bidder, subject to the 
same terms and conditions. All 
unsuccessful sealed bids will be 
returned within 30 days of the sale. 

The BLM may accept or reject any 
and all offers, or withdraw any land or 
interest in land from sale if, in the 
opinion of the authorized officer, 
consummation of the sale would not tie 
fully consistent with FLPMA or other 
applicable laws. 

The patent issued for this land will 
contain a reservation to the United 
States of rights-of-way for the 
construction of ditches and canals (26 
Stat. 391; 43 U.S.C 945), and be subject 
to valid existing rights. 

Detailed information regarding this 
sale, including the planning documents 
and Environmental Assessment, is 
available for review in the Montrose 
District Office. 

date For a period of 45 days from the 
date of the publication of this Notice in 
the Federal Register, interested parties 
may submit comments to the District 
Manager, Montrose District Office. 
ADDRESS: Comments should be sent to: 
Montrose District Manager, Bureau of 
Land Management, 2465 South 
Townsend, Montrose, Colorado 81401. 

Any adverse comments will be 
evaluated by the District Manager, who 
may vacate or modify this Realty Action 
and issue a final determination. In the 
absence of any action by the District 
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Manager, this Realty Action will become 
the final determination of the 
De partment of the Interior. 

Paul W. Arrasmith. 

Sfontm&9 District Monager. 

February H. 

|FR Doc 65-4397 Piled 2-21-AS: 8:45 am| 

ULLINO COOC 4310-JB-* 


(Group 6491 

California; Filing of Plat of Survey 

February 12,1985. 

1 This plat of survey of the following 
descibed land will be officially Tiled in 
the California State Officer. Sacramento. 
California, effective 7:30 a.m. on April 9. 

1985. 

Mount Diablo Meridian, Modoc County 

T 41 N„ R. 17 E. 

2 This plat representing the 
dependent resurvey of a portion of the 
Eighth Standard Parallel North, north 
boundary and subdivisonal lines, the 
survey of a portion of the north 
boundary and subdivisional lines, and 
the meander line of Middle Alkali Lake 
in section 16, Township 41 North. Range 
17 East. Mount Diablo Meridian. 
California, under Croup No. 649. 
California, was accepted December 31. 
1981 . 

3. The plat will at and after 730 a.m. 
for the above date, become the basic 

. record for describing the land for all 
authorized purposes. Until this date and 
time, the plat has been placed in the 
open files and is available to the public 
for information only. 

4. This plat was executed to meet 
certain administrative needs of the 
Bureau of Land Management. 

5. All inquiries relating to this land 
should be sent to the California State 
Office, Bureau of Land Management. 
Federal Office Building. 2800 Cottage 
Way, Room E-2841, Sacramento, 
California 95825. 

Herman J. Lvttge. 

Chief, Records and Information Section. 

[FR Doc 85-4401 Piled 2-21-65: 8:45 ami 

coot 4310-40-* 


l Group 90S) 

California; FHing of Plat of Survey 

February 12, 1985, 

L These plats of survey of the 
following described land will be 
officially filed in the California State 
Office, Sacramento. California. 

immediately: 


San Bernardino Meridian. San Bernardino 
County 

T. 9 N., R . 22 E. 

T.ION. R.22E 

2. These plats, representing the 
dependent resurvey of s portion of the 
subdivisional lines, and the metes-and- 
bounds survey of Lot 5. in section 2. 
Township 9 North. Range 22 East und 
the metes-and-bounds survey of Lots 8 
and 10, and the survey of the Right-Of- 
Way Access Road to Lot 10. in section 
35, Township 10 North, Range 22 East. 
San Bernardino Meridian. California, 
under Croup No. 908, California, were 
accepted January 17,1985. 

3. These plats will immediately 
become the basic record for describing 
the land for all authorized purposes. 
These plats have been placed in the 
open files and are available to the 
public for information only. 

4. These plats were executed to meet 
certain administrative needs of the 
Bureau of Land Management. 

5. All inquiries relating to this land 
should be sent to the California State 
Office. Bureau of Land Management, 
Federal Office Building. 2800 Cottage 
Way, Room E-2841. Sacramento. 
California 95825. 

Herman J. Lyttge, 

Chief. Records and Information Section. 

(FR Doc, 85-4402 Filed 2-21-85; 8:4S am) 

BILLING COOC 4310-40-* 


(Group 767) 

California; Filing of Ptat of Survey 

February 12.1985. 

1. These plats of survey of the 
following described land will be 
officially filed In the California State 
Office, Sacramento. California, effective 
7:30 a.m. on April 9,1985: 

Humboldt Meridian. Humboldt County 

T. 1 S. R. 5 E. 

T. 2 S.. R 5 E- 

2. These plats representing the 
dependent resurvey of a portion of the 
subdivisional lines, the survey to 
complete sections 11,14. 23. and 24. and 
the survey of the subdivision of section 
3.11. 23, and 24. T. 2 S., R. 5 E Humboldt 
Meridian; and the dependent resurvey of 
a portion of the south boundary and a 
portion of the subdivisional lines, the 
survey to complete sections 23 and 26, 
and the survey of the subdivision of 
sections 22. 23. 2a 27. 34. and 35. T. 1 S„ 
R. 5 E.. Humboldt Meridian, under 
Croup No. 787. California, were 
accepted December 18.1984. 

3. These plats will at and after 7:30 
a.m. of the above date, become the basic 
record for describing the land for all 


authorized purposes. Until this date and 
time, the plats have been placed in the 
open files and are available to the 
public for information only. 

4. These plats were executed to meet 
certain administrative needs of the U.S. 
Forest Service and the Bureau of Land 
Management. 

5. All inquiries relating to this land 
should be sent to the California State 
Office. Bureau of Land Management, 
Federal Office Building. 2800 Cottage 
Way, Room E-2841. Sacramento, 
California 95825. 

Herman). Lyttge, 

Chief Records & Information Section. 

(FR. Doc. 85-4403 Filed 2-21-85; 8 45 am) 

BILLING COOC 4330-4041 


(Group 617] 

California; Filing of Ptat of Survey 

February 12.1985. 

1. This plat of surv ey of the following 
described land will be officially filed In 
the California State Office, Sacramento. 
California, effective 7:30 a.m. on April 9. 
1985: 

Mount Diablo Meridian, Trinity County 
T. 34 N-, R. 10 W. 

2. This plat representing the 
retracement of portions of the south 
boundary and subdivisional lines, and 
the dependent resurvey of a portion of 
the subdivisional lines, and the survey 
of a portion of the subdivisional lines, 
the subdivision of sections 13 and 33. 
und the metes-and-bounds survey of 
Tract 39. Township 34 North. Range 10 
West, Mount Diablo Meridian. 
California under Croup 817, California, 
was accepted January 9.1985. 

3. This plat will at and after 7:30 a.m. 
of the above date, become the basic 
record for describing the land for all 
authorized purposes. Until this date and 
time, the plat has been placed in the 
operi files and is available to the public 
for information only. 

4. This plat was executed to meet 
certain administrative needs of the U.S. 
Forest Service. The Southern Pacific 
Land Company, and the Bureau of Land 
Management 

5. All inquiries relating to this land 
should be sent to the California Slate 
Office. Bureau of Land Management. 
Federal Office Budding. 2800 Cottage 
Way, Room E-2841. Sacramento. 
California 95625. 

Herman ). Lyttg*. 

Chief. Records P In formation Section. 

1FK Due. 85-4404 Filed 2-21-85: 3:45 ora) 

BILLING COOi 43 IB-40-* 
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{Croup 841) 

California; Filing of Plat of Survey 

February 12. 1985. 

1. This plat of survey of the following 
described land will be officially Tiled in 
the California State Office. Sacramento, 
California, immediately: 

Mount Diablo Meridian. Mendocino County 
T. 23 N- R. 13 W. 

2. This plat, representing the 
dependent resurvey of portions of the 
east and north boundaries, subdivisions! 
lines, and the subdivision of section 24, 
and the survey of the subdivision-of- 
sections. 2,11.13. and 24. and the survey 
of the center line of Mina Road through 
certain Indian lands. Township 23 
North. Range 13 West. Mount Diablo 
Meridian. California, under Group No. 
841, California, was accepted January 9, 
1985. 

3. This plat will immediately become 
the basic record for describing the land 
for all authorized purposes. This plat 
has been placed in the open files and is 
available to the public for information 
only. 

4. This plat was executed to meet 
certain administrative needs of the 
Bureau of Indian Affairs and the Bureau 
of Land Management. 

5. All inquiries relating to this land 
should be sent to the California State 
Office, Bureau of I-and Management. 
Federal Office Building. 2800 Cottage 
Way. Room £- 2841 , Sacramento. 
California 95825. 

Herman |. Lyltge, 

Chief. Records & Information Section. 

|FR Doc. 85-4405 Filed 2-21-85; 8:45 em| 

e<UJHC coot OtO-40-M 


(W-833581 

Proposed Continuation of Withdrawal; 
Wyoming 

AGENCY: Bureau of Land Management. 
Interior. 

action: Notice. 

Summary: The Bureau of Land 
Management proposes that the existing 
withdrawals of 295.313 acres for Stock 
Driveway purposes continue for an 
additional 20 years. Although the lands 
are to remain open to mineral location, 
any claims initiated are subject to 
special regulations found in 43 CFR 
3815. The lands have been and will 
remain open to mineral leasing. 

date: Comments should be received by 
May 23.1985. 

address: Comments should be sent to: 
Chief. Branch of Land Resources. Bureau 


of Land Management, P.O. Box 1828. 

Cheyenne, Wyoming 82003. 

for further information contact: 

Scott Gilmer, Wyoming State Office. 
307-772-2089. 

The Bureau of Land Management 
proposes to continue the existing 
withdrawals of the following public 
lands for a 20 year period pursuant to 
Section 204 of the Federal Land Policy 
and Management Act of October 21, 
1976.90 Slat. 2751.43 U.S.C. 1714. The 
lands were withdrawn by the following 
orders: Secretarial Orders of May 24, 
and June 20.1918. July 15, and August 21. 
1919. March 18.1920. December 21,1925, 
June 14.1928. January 28,1927. July 18. 
1929, and June 21,1939. The above 
orders will be continued insofar as they 
affect the following described lands: 

Sixth Principal Meridian 

T. 23 N.. R. 73 W.. 

Sec. 20. SWNW W. NWSWW. 

T. 22 N- R. 74W.. 

Sec. 18. lots 2. 3. SEWNWW. NEWSWW. 

T. 25 N.. 4. 74 W.. 

Sec. 30. EWNEW. 

T. 22 N., R. 75 W.. 

Sec. 28. NWWNEW. NEWNWW. 

T. 23 N.. R. 75 W.. 

Sec. 2. SWSWW.: 

Sec. 2a WWNEW. 

T. 21 N.. R. 76 W„ 

Sec. 12. EWNEW. 

T. 15 N.. R. 87 W„ 

Sec. a lots 6. 7; 

Sec 7. lots 1-4. SEWNWW. EWSWW; 

Sec 18. lots 1-4. EWNWW, NEy«SWy«. 

T. 21 N.. R. 87 W.. 

Sec. 30. lots 1-4. NWWNEW. NEy«NWW. 

SEWSWW; 

Sec 32. 

T. 22 N.. 87 W, 

Sec. ia lots 3.4: 

Sec 30. 

T. 13 N., R. 88 W.. 

Sec. 7. lots a 8. NEV«, EWNWW. NEWSEV*. 
T. 15 N.. R.. 88 W, 

Sec. 1. lots 5-10.15. ia SWWNEW. 

SWNWW. NWWSEW: 

Sec 2. lots 5-a SWNW 

Sec. 12. lots 1,25,87.11.12. NWW SEV»: 

Sec 13. lots 1.2.4. 5. a a WWSEW. 

T. 16 N., R. 88 W.. 

Secs, 4,9.10.11.14: 

Sec 28 lots 1-7. NEWNWW. SEV4NEW. 

NWNW W. SWSW. NEWSEW; 

Sec 26, lots 4, a NEW.NF.y 4 , SWSE W; 

Sec 35. 

T. 17 N.. R. 86 W- 
Sec 5. SWNW. SW 
Sec a NW. EWSWW. SEW: 

Sec 17: 

Sec 20. WWEW. WW: 

Sec 29; 

Sec. 31. lots a 4. EWSWW. SEW*: 

Sec 32; 

Sec. 33. SW. 

T. 18 N.. R 88 VV„ 

Sec 10. WH: 

Sec 20.28 32. 

T. 19 N.. R. 88 W. 

Sees, a 14. 2a 28. 


T.20N..R.88 W., 

Secs, a 14. 28. 34 
T. 21 N.. R. 88 W., 

Sec. 18 lot 4. SEWSWW. SWSEW: 

Sec. 20. SWSWNEV«NEV«, SWNWW. 
NWWNEW. SWNW WNEV*. SWNEW 
NWys. SW: 

Sec 22. NV4NEV4 NEW.seW. SWNWSW. 

SWNWSW. SWsW; 

Sec 24. lots 50.51. SViSWW, SEy*; 

Sec. 28 

T. 22 N.. R. 88 W-, 

Sec. a lots a a 4 . swy4NEy4. swnww. 
SVfc 

Sec. la NW WNWW. SWNWW. SWV*. 
SWWSEW: 

Sec 24. NWNW. SEWNEW, SWV.. 
NEW.SE'A. SWSEW. 

T. 23 N.. R. 88 W.. 

Sec. a 

Sec. 8. WWEW. WVi; 

Sec. 1& 

Sec 20. NEy4NEV4. SWNEW. SEWNWW. 
SW: 

Sec 28. 34. 

T. 13 N, R. 89 W.. 

Sec a SW 54; 

Sec. 3: 

Sec 4, lots l-3.S54NV4.S5i: 

Sec. 5. lots 1-4. SV4N54: 

Sec. 6. lots 2-5. SEV*NW54; 

Sec 10. NE54; 

Sec 11, NWV4; 

Sec ia NV4. 

T. 14 N.. R. 89 W.. 

Sec. 31. lot a 
Sec 3a lots 3.4. 

T. 15 N.. R. 89 W., 

Sec 4. lot a SW V4NW W«; 

Sec a lots 5. a S54NEW.. 

T. 16 N.. R. 89 W.. 

Sec 1. lots 11-14: 

Sec a lots 11.18.19. E54SEV4; 

Sec 10. lots 1.4, 5. a EV4EV4; 

Sec 11. NV4NV4: 

Sec. 14. swy*swy*: 

Sec 15. lots 1.2. W54NEV4; SEy«; 

Sec 23. W 'AW 54: 

Sec 28, W54NWy*: 

Sec 27. lots 1-4. SV4N54: 

Sec. 28 lots 1-4. SV4NV4. W54SWV*: 

Sec 29. NV4NEW.: 

Sec 33. WWW Vi. 

T. 21 N.. R. 89 W.. 

Sec 22. SWSEWNEWNEW. SEWNEW. 
SWNEWSWWNEW. swnwswwnew. 
SWSWWNEy*. SWSWSWWNWW. 
SWSE54, SW: 

Secs. 24. 28; 

Sec 28 NW. EWSWW. SEW: 

Sec. 30. SEWNWW. SWNEW and SW or lot 
a lots 3,4. SWNEW.NEW., SWSWN 
WWNEW. SWNEW. SEWNWVi. 
EWSWW. SEW. 

T. 23 N„ R. 89 W.. 

Secs, a 12. 

T. 24 N.. R. 69 W.. 

Secs, a ia 22 . 2 a 2 a 34 . 

T. 39 N.. R. 89 W„ 

Sec a lots 1-4.SWNW: 

Sec. 6. lots 2-7. SWNEW. SEWNWW. 

Sec. 7. lots 1. a EWNWW. 

T. 40 N„ R 89 W., 

Sec2l.EWNEW.SEW: 
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Sec. 28. BVi; 

Soc. 32. lot* 1.2. NEV«. SViSEV.; 

Sec. 33. NVi: 

T 13 N.. R. 90 W„ 

Sec. 1. lot* 5-8. SViNVi: 

Sec*. 2.3. 4. 5. 8: 

Tract 38. 

T 14 N.. R. 90 W.. 

Sec. 28. SViNEVi, SVi; 

Sec. 35. 

T 15 N.. R. 90 W- 

Sec It. SHSE V«: 

Sec 14. NWViNEVi, NEV.NWW. SViNWVi: 
Sec 28. NWV.NWy.: 

Sec 27. NViNVi: 

Sec 2 & NViNEV*. NEViNWy., WViSWy.: 
Sec 29. 30. 

T 20 N.. R. 90 W.. 

Sec*. 4. 8. 

T. 21 N..R.90 W.. 

Sec 28 . sviswy,swv.swy«. SEv.swy.s 
wy«. sviNEy.SEy.swvi, sviSEViSwy., 
SEV.NEy.SEy., NEv,swy,SEV«. 
sv.NWViSwv.SEy., sviswy.sEy*. 

SEV.SEy.; 

Sec 32. SViNM,SWV4. SViNViSWV,. 
SV,SWV4. SEy4: 

Sec. 34. 

T 24 N.. R. 90 W.. 

Sec*. 3. 4. 5, 8. 

T 25 N., R. 90 W.. 

Sec*. 30. 31, 32. 

T. 37 N.. R. 90 W.. 

Sec*. 8. 7. 

Tun d (niu 

Sec 6. lot* 1-7'sViNEy,. SEV.NWV., 
NEViSWVi. NViSEV.: 

Sec 7. lot* 1. 2. and lot 5 less 7.08 acre*: 

Sec 31. EVi. 

T. 39 N„ R. 90 VI.. 

Sec 12. EVi; 

Sec 13. NVi. SWy*: 

Sec. 14. EVi: 

Sec 21. SViSEV.; 

Sec 22. EVi. NEViSWVi, SViSWVi: 

Sec 23, WViNEy., NWVi. NWV»SWVi. 

N"isw y4sw y«. s w y«sw y«sw v». 

NV,SEV«SWV.SWy«. SWy.SEV.S 

Wv.SWy,: 

Sec. 27. NVi. SWV 4 . NVi SEW.. SWV4SEyi: 
Sec. 28. NEV*. SViNWVi. SVi: 

Sec 29. SVfc 

Sec 30. NEV 4 SEV 4 . SViSEV.; 

Sec 31. EVi. EViW Vi: 

Sec. 32: 

Sec 33, NViNVi; 

Sec 34. NWy«NEVi„NViNWy.. 

T 13 N.. R. 91 Vi.. 

Sec*. 1. 2. 3: 

Sec 4. NVi NEV*. SEV.NEV.. SWV.NWVi, 
SWV*. NEV.SEV.; 

Sec. 5; 

Sec. 8. WVi; 

Sd>r Q 

Sec 15. SWV.NWVi, WWSWVi, 

SF.V.SWV,; 

Sec 21 . EVi; 

Sec 22 NWV 4 NWV 4 . 

Tun., r. 91 w„ 

Sec 8. lot* 1 . 8. 9. SViNEVi, SWV.NWy., 
NWViSWVi. SEVi; 

Sec. 7. EVi. SWV.NWVi, WViSEy.: 

Sec. 18. EViNEy*. EVi WVi; 

Sec. 19 . EViNEy*. EViWVi. SW V.SEVi; 

Sec 29. EW. EViNWV*. SWV 4 SWV 4 : 

Sec 30. NWViNBVi, SViNEV,. SEV«; 


Sec 32. NEV*NEV*. WVi. WViSEy.: 

Sec. 33. NVi. NViSWV,. SEViSWV,. SEtt. 

T. 15 N.. R. 91 Vi.. 

Secs. 5, 0; 

See. 7, NHNEH. SEHNEH, NEHNWH, 
8H; 

Secs, a 9 . 10, 14,15.18.19. 23, 24. 25, 30; 

See. 31. NH. NWSWH, SWHSWH. SEH. 
T. 10 N., R 91 W.. 

Sec. 14. EHSWH; 

Sec- 27, SWH: 

Sec. 28. NWy<»NEy«, SH; 

Sec. 29. SH: 

Sec-32. 

T. 20 N. R. 91 W.. 

Sec*. 2. 4; 

Sec. a SH of SEHSEHNEH of lot 1. SH of 
lot 5. lot a SHNEHSWH. sehswh. 
nehseh, nehnwhseh. shnwhn 

WHSEH. SHNWV 4 SEH, SHSEH; 

Secs. 8.10.12. 

T. 25 N.. R. 91 Wh 
S ecs. 3,10.14.15: 

Sec. 23. lots 1-15: 

Secs. 25. 26. 

T. 20 N.. R. 91 W.. 

Secs, a a 17, 20. 21, 28. 3a 34. 

T. 33 N.. R. 91 YV.* 

Sec. 3. lots 2-4. SHNH. SWy 4 , NWV 4 SEV 4 ; 
Sec. 10, EHNEH. NWV 4 . 

T. 34 N.. R- 91 W.. 

Sec. 3. lots 3, 4 . SHNWH. SWH; 

Sec. 10, WH; 

Secs. 15, 22. 27; 

Sec. 34. NEy 4 NEy 4 . WHEH. W H. 

T. 35 Nm R. 91 W.. 

Secs, a 8; 

Sec. 17, NEH. NHNWH, SWV!., NHSEH, 
SWy 4 SEV 4 ; 

Sec. 20. NWH.NEHSHNEH. WH. SEH; 
Sec. 2a WH: 

Secs. 29. 33; 

Sec. 34. EHEH. NWHNEtt* SWy 4 NWV 4 , 
WHSWH. 

T. 30 N.. R. 91 W.. 

Secs. 4. 5. 8.17. 20. 29, 3a 
T. 37 N., R. 91 W.. 

Secs. ia 13.14; 

Sec. 23. NHNH. SWHNWH; 

Sec. 24. lots 1-4. WHEH. NHNWH; 

Sec. 20. SWHNWH.SH; 

Secs. 34. 35. 

T. 30 N., R. 91 W.. 

Sec. 1, SEHNEH, SHSWH. SEy 4 : 

Sec. 12. NEy 4 , NHNWH. SEV 4 NWy 4 . 

T. 13 N.. R. 92 W.. 

Secs. 1. 2. 8-11.17.19, 20. 

T. 14 N.. R. 92 W.. 

Sec. t lots 5. a SHNEH. SEH; 

Sec. 12. EH; 

Sec. 13. EH. 

T. 15 N., R. 92 W n 

Sec 1, lots 5-a SHNH. SWH. NEHSEH; 
Sec. a 

Sec. a lots 5-0, SEHNEH. NWHSWH. 
SHSH; NEHSEH; 

Sec. 4. lots 5-a SWHNEH. SHNWH. SH; 

Secs. 5, a 

See. 12. WHSEH; 

Sec. ia lots 1-4. SEV 4 : 

Sec 24. EH; 

Sec 25. EH. 

T. 18 Nm R. 92 W.. 

Sec 7. lots 5. 6. 7-10. WHEH, EHWH: 
Secs. 18.19, 29, 30; 

Sec 31, EH: 


Sec. 3a 

T. 20 N.. R. 92 W.. 

Secs, a 4, a io. ia i8. 

T. 13 N.. R. 93 W„ 

Secs. 19-24. 

T. 15 N.. R. 93 W, 

Secs. 1. a 

Sec. 3. lots 1.4. SEHNEH. SHNWH, 
SWV*, NEHSEH. SHSEH; 

Sec 4. lots 1-4. SHNH* NHSWH. 

SW V 4 SW y 4 , SEH; 

Secs. 5, 0. 

T. 10 N„ R. 93 W„ 

Secs. 1. a ia 13, 24. 

T. 17 N.. R. 93 W„ 

Secs. 4, a 10,14. 2a 24. 2a 34. 

T. 18 N.. R. 93 W.. 

Secs. 0. a 18. 20. 28. 30. 3a 34. 

T. 20 N.. R- 93 W„ 

Secs- a 10. la 14.18. 

T. 35 N„ R. 93 W., 

Secs. 3. 4, 5. 0; 

Sec 10. NH. SEH: 

Sec 15. EHEH, NWV 4 NEH. SW r HNWH. 
SWV 4 ; 

Sec. 2a EHNEH. NWH. SH: 

Sec. 27. NH. NHSEH, SEHSEH. 

T Iw^eJot^^s. EViSww. wviSEy,. 
SEy.SEy.; 

Secs. 7.18. 19. 30. 31. 

T. 37 N.. R. 93 VI.. 

Sec*. 7.17.18. 20. 29: 

Sec. 32. NVi. SWy«. N‘iSEy,. 

T. 13 N.. R. 94 W.. 

Sec*. 19-24. 

T. 18 N.. R. 94 W.. 

Secs. 2, ia 
T IQ M I) a* W 

Secs, a 4 . a a io, 14. 20 . 2 a 24 .2a. 2 a 34. 
T. 20 N.. R. 94 W.. 

Secs, a 4. a 10. 12.14. 20 ; 

Sec. 2a EH. EH WH. NWHNWH. 
EHSWHNWH. NEHNWHSWH, 
SHNWHSWH. SWHSWH; 

Secs 26, 2a 32; 

Sec 34. NEHSWH. SHSEHNWHSWH. 
SHSWH. 

T. 21 N., R. 94 W.. 

Secs. 2. 4.10.14. 22. 2a 34. 

T. 22 N.. R. 94 W, 

Secs. 4.10,14. 2a 2a 34. 

T. 23 N.. R. 94 W.. 

Secs 0. 7, ia 20. 2a 34. 

T. 24 N.. R. 94 W., 

Secs, a 7, ia 19.3a 31 . 

T. 31 N.. R- 94 W.. 

Secs. 5, a 
T. 32 N.. R. 94 W.. 

Sec 29, N^VH. SH; 

Sec. 32. 

T. 37 N., R. 94 W.. 

Secs. 2. 3.11. ia 
T. 38 N., R. 94 W., 

Sec 34. NHNH. SWHNYVV*. SH; 

Sec 35. NEH, NHNWH, SEHNWH, SH. 
T. 13 N-, R. 95 W., 

Sec. 19, lots a 4. EH. EHWH; 

Secs. 20-24. 

T. 19 N.. R. 95 W.. 

Sec. a 

Sec. 4 . (less 5 A. in patent 1220289). 

T &c N 31 N^'wviswy., SEV.SWV., SEy,: 
Sec. 34. 
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T. 29 N.. R. 95 W„ 

Sees. 2. 11; 

Sec. 12, NKH. NEHNWV,. SHNWV,. SV». 
T.30N.. R. 95 W., 

Sees. 5, 7, B; 

Sec. 27. NWHNWH. SEHNKHNF.V.SEV,. 

SHNEHSEV,. SHSKV.; 

Secs. 29.30; 

Sec 34. NEH. NEKNWft. SHKWM. SVi: 
Sec 35. 

T. 31 N.. R. 95 W.. 

Secs. 1.7.11, 12.14; 

Sec. 17. NHNH. SWV.NWH.SWH; 

NEViSEH. SWSEH; 

Secs. 18. 20-23. 29. 32. 

T. 13 N.. R. 90 W.. 

Sec 19. lots 1-4, NWNEVV SWV.NEH, 
EViWH, SE'/«; 

Sec. 20. NH. NVjSWVi. SW'ASWV*. SF.V«; 
Secs. 21-24. 

T. 19 N.. R. 98 W.. 

Secs. 4. 6. 8. 

T. 20 N.. R. 90 W„ 

Secs. 32. 34. 

T. 29 N.. R. 90 W. 

Sec 8. 

T. 30 N.. R. 90 W.. 

Secs. 12.13. 21-25. 28. 29: 

Sec 31. lots 1.2.4. EH. EHWH: 

Sec 32. 

T. 31 N.. R. 98 W.. 

Secs. 2.11.1Z 
T. 32 N.. R. 90 W.. 

Secs. 20. 27; 

Sec. 28. NH. NHSWH. SEV.SWV4. SEV«; 
Sec 29. NWViSWVt; 

Secs. 30. 35. 

T. 13 N.. R. 97 W.. 

Sec. 6, lots 1-4. SHNEH. SEHNWH, 
NEHSWV,. SEH; 

Sec 7. EVi.KWWH: 

Secs. 18-24. 

T. 14 N.. R. 97 W„ 

Sec. 30. lots 3.4. EHSWH. SEH; 

Sec. 31. Iota 1-4. NEV«. EHNWH. 
NWViSW'A. NEHSEH. SHSEV«. 

T. 19 N.. R. 97 W„ 

Secs. 12.14. 22. 28. 30. 32. 

T.29N- R. 97 W.. 

Secs. 1. 8-12.17. 18. 

T. 32 N.. R. 97 W.. 

Secs. 4. 9. 10.15. 22-2S. 

T. 33 N.. R. 97 W.. 

Secs. 5, 8.17. 20. 21. 28, 33. 34. 

T. 34 N.. R. 97 W , 

Sec. 32. 

T. 12 N.. R. 98 W.. 

Sec. 4. lots 1-4. SHNWH. SWH, EHSEV.: 
Sec. 9. NEV.NEH, SHNEH. WHNWH. 
EHSVVH. SEV,. 

T. 13 N.. R. 98 W.. 

Sec 13. WHNEH. WH. EHSEH: 

Sec. 24. SWKNEK. NWH. NHSWV,. 
NEV48BH, SHSEH; 

§ ec 25* 

Sec NWHNEV,. NHNWV4,8H; 

Sec. 27. NVi. SWVi. NWHSEH. SEV.SEH; 
Sec. 33; 

Sec. 34.E4EW. Wfc. 

T. 14 N.. R. 98 W., 

Secs. 3, 4; 

Sec 10. EVfcNEV*. W*4. SWV^SEW; 

Sec 15. WWNEW, WVY. NW%SEV 4 , 
SEV 4 SEW; 

Sec 22 , NE^NKW, SWrfcNEW. W W. 
NWV«SEV«, SEV 4 SEV 4 ; 


Sec 25, S Vk; 

Sec 28s SW; 

Sifc 27, EWEW. NWr**,. WWSWW. 
SWV4SEV4. 

T. 29 N.. R. 98 W., 

Secs. 13.19. 24; 

Sec 25. NWVkNWW. SV*N Vi, SH; 

Secs. 26, 27; 

Sec 2a lots 1-15: 

Secs. 29. 30. 31. 

T. 34 N.. It 96 W.. 

Secs. 25. 26. 

T. 28 N.. R. 99 W.. 

Sec 3. 

T. 29 N., R. 99 W., 

Secs, 4. a 10,11; 

Sec 12. lots 5-a 
Sec 13; 

Sec. 14. lots 1-7; 

Sec 24. 

T. 30 N.. R. 99 W., 

Sec 20. NW. SW WSWW. NVkSEVA. 
SF.V4SEV4; 

See. 29, SWWNEV4, WV%. SEW; 

Sec. 32, lots 1, a 4, 0-10. EVfcEV*. 

WViNWV*. SWV4SEV4; 

Sec 33. 

The area described aggregates 295.312.m 
acres in Albany, Carbon. Fiemont. and 
Sweetwater Counties. 

The purpose of the withdrawal is to 
protect the stock driveways. The 
withdrawal segregates the land from 
operation of the public land laws 
generally, but not the mining and 
mineral leasing laws. No change is 
proposed in the purpose or segregative 
effect of the withdrawal. 

For a period of 90 days from the date 
of publication of this notice, all persons 
who wish to submit comments in 
connection with the proposed 
withdrawal continuation may present 
their views in writing to the Chief. 
Branch of Lands Resources in Wyoming 
State Office. 

The authorized officer of the Bureau 
of Land Management will undertake 
such investigations as are necessary to 
determine the existing and potential 
demand for the land and its resources. A 
report will also be prepared for 
consideration by the Secretary of the 
Interior, the President, and Congress, 
who will determine whether or not the 
withdrawal will be continued and if so. 
for how long. The final determination on 
the continuation of the withdrawal will 
be published in the Federal Register. 

The existing withdrawals will continue 
until final determination is made. 

Dated: February 12.1985. 

David I. Walter. 

Acting State Director 

|FR Doc. 05-4345 Filed 2—21—85; 8:45 sm| 

64LLJNG COOC 4310-22-41 


Kingman Resource Area (Phoenix 
District) Grazing Advisory Board; 
Meeting 

agency: Bureau of Land Management. 
Phoenix District. Interior. 
action: Notice is hereby given in 
accordance with Pub. L 92-403 of a 
meeting of the Kingman Resource Aiva 
(Phoenix District) Grazing Advisor} 
Board. 


date; Tuesday, March 19.1985 at 
a.m. 

address: 2475 Beverly Avenue. 
Kingman. Arizona 86041, BLM 
Conference Room. 

summary: The agenda for the meeting 
will include:. 

1. Status of the Bureau's Land Action*. 

2. Update of Wilderness Program. 

3. Allotment Boundary Adjustment in 
Subdivision Areas. 

4. Recommendation to Adjudicate 
Grazing Preference—Greenwood Peak 
Community Peak Allotment 

5. Update on BLM*s Programs. 

This is a public meeting and BLM 

welcomes the presentation of oral 
statements or the submission of written 
statement that address the issues on the 
meeting agenda or related matters. 

Summary minutes of the Board 
meeting will be maintained in the 
District Office and be made available 
for public inspection and reproduction 
(during regular business hours) within 30 
days following the meeting. 

Dated: February 13.1985. 

Marlyn V. Jooet. 

District Manager, 

|FR Doc. 85-4323 Filed 2-21-05; ft 45 «n| 

8U.LI94Q COOC 4310-33-41 


4 

Phoenix/Lower Gila Areaa (Phoenix 
District) Grazing Advisory Board; 
Meeting 

agency: Bureau of Land Management. 
Phoenix District. Interior. 
action: Notice is hereby given in 
accordance with Pub. L. 92-463 of a 
meeting of the Phoenix/Lower Gila 
Resource Areas (Phoenix District) 
Grazing Advisory Board. 

date: Thursday, March 21.1985 at 9:00 
a.m. 

address: 2015 West Deer Valley Road 
Phoenix. Arizona 85027. BLM 
Conference Room. 

summary: The agenda for the meeting 
will include: 

1. Status of the Bureau's Land Action*. 

2. Status of Lower Gila South 
Resource Management Plan. 
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3. Status of Southeastern Arizona 
Grazing Environmental Impact 
Statement 

4. Range Improvement Program—FY 

1985. 

5. Update on BLM"s Programs. 

This is a public meeting and BLM 

welcomes the presentation of oral 
statements or the submission of written 
statement that address the issues on the 
meeting agenda or related matters. 

Summary minutes of the Board 
meeting will be maintained in the 
District Office and be made available 
for public inspection and reproduction 
(during regular business hours) within 30 
days following the meeting. 

Dated: February 13,1905. 

Mariya V. Jones, 

District Manager. 

(FR Doc. 05-1322 Filed 2-21-85; 045 am] 

ULUHQ COOC 010-32-41 


Phoenix District; Meeting 

agency: Bureau of Land Management. 
Phoenix District. Interior. 
action: Notice is hereby given in 
accordance with Pub. L 92-195 of a 
meeting to discuss the removal plan on 
the Harquahala, Little Harquahala and 
Granite Wash Herd Management Areas, 
and the use of helicopters and motorized 
vehicles when conducting the wild burro 
capture. 

date: Thursday, March 21.1905 at 1:00 

p.m. 

address: 2015 West Deer Valley Road, 
Phoenix. Arizona 85027. BLM 
Conference Room. 

SUPPLEMENTARY INFORMATION: This i8 a 
public meeting and BLM welcomes the 
presentation of oral statements or the 
submission of written statements that 
address the issues on the meeting 
agenda or related matters. 

Summary minutes of the meeting will 
be available for public inspection and 
duplication within 30 days following the 
meeting. 

Dated: February 13.1985. 

Miriyn V. Jones, 

District Manager. 

[HI Doc 85-4324 Filed 2-21-05; 8:45 am] 

COOC 4210-32-M 


Yuma District Advisory Council; 
Meeting 

agency: Bureau of Land Management. 

Interior. 

action: Yuma (Arizona) District 
A dvisory Council Meeting . 

summary: Notice is hereby given in 
accordance with Pub. L 94-579 and 43 


CFR Part 1780. that a meeting of the 
Yuma District Advisory Council will be 
held Friday, March 15.1985, at 9:00 a.m.. 
in the Conference Room of the District 
office located at 3150 Winsor Avenue. 
Yuma, Arizona. 

The agenda for the District Advisory 
Council meeting includes: 

1. Resource Management Plan 
(RMP)—update. 

2. Wild burro program—update. 

3. Fire Management Program. 

4. Long-Term Visitor Area Program— 
update. 

5. District Manager's update. 

6. Business from the floor. 

The meeting is open to the public 
Interested persons may make oral 
statements to the Council on March 15, 
or may file written statements for the 
Council's consideration. Anyone 
wishing to make an oral statement must 
notify the District Manager at the above 
address by March 14. Depending on the 
number of persons wishing to address 
the Council, a per person time limit may 
be considered. 

Summary minutes of the District 
Advisory Council meeting will be 
maintained in the Yuma District Office 
and will be available for inspection and 
reproduction during regular business 
hours (7:45 a.m-4:30 p.m.) within 30 days 
of the meeting. 

Dated: February 11.1985. 

|. Darwin Snell. 

District Manager. 

(FR Doc. 85-4339 Filed 2-21-85; 8:45 am] 

SILLING COOC 4310-32-41 


Wlnnemucca District Grazing Advisory 
Board; Meeting 

Notice is hereby given in accordance 
with Pub. L 92-163 that a meeting of the 
Winnemucca District Grazing Board will 
be held on April 4,1985. The meeting 
will begin at 10:00 a.m. in the conference 
room of the Bureau of Land 
Management Office at 705 East Fourth 
Street, Winnemucca, Nevada. 

The agenda for the meeting will 
include; 

1. Update on Wild Horse and Burro 
Land Use Plan Implementation. 

2. Update on Current Range 
Improvement (8100) Projects. 

3. Preliminary List of next year's 
Range Improvement (6100) projects. 

4. Status Report on Monitoring Plans/ 
Decisions and Allotment Management 
Plans. 

5. Range Improvement Policy- 
Allotment Investment Ranking. 
Component No. 2, 

6. Possible BLM/Forest Service 
Boundary Adjustments. 


7. BLM/Animal Plant Health 
Inspection Service (APHIS) Roles' for 
Grasshopper Control. 

8. Payment of Grazing Fee Billings. 

9. Range Improvement Priorities as 
Related to Contributed Funds. 

10. Public Comments. 

11. Arrangements for next meeting 
and discussion of agenda items. 

Summary minutes of the Board 
meeting will be maintained in the 
District Office and available for public 
inspection (during regular business 
hours) within 30 days following the 
meeting. 

Dated: February 12.1985. 

Frank G Shields. 

District Manager. 

[FR Doc. 85-4338 Filed 2-21-85; 8:45 am) 

BILLING COOC 4J10-HC-4I 


(A-19126) 

Public Lands Exchange; Mohave 
County, AR 

agency: Bureau of Land Management 
(BLM), Interior. 

action: Notice of Realty Action— 
Exchange. Public Lands in Mohave 
County, Arizona. 

summary: The following described 
lands and interests therein have been 
determined to be suitable for disposal 
by exchange under Section 206 of the 
Federal Land Policy and Management 
Act of 1976. 43 U.S.C. 1716: 

Gila and Salt River Meridian. Arizona 

T. 24 N„ R. 12 W„ 

See. 4. lots 1 thru 4. SVfeSVfe. 

Containing 296-92 acres, more or less. 

In exchange for these lands, the 
United States will accquire the following 
described lands from William J. 
Robinson, of Peach Springs. Arizona. 

Gils and Salt River Meridian, Arizona 

T. 24 N„ R. 13 W., 

Sec 3. SWV 4 SWV 4 ; 

Sec. 7, SE»ANEV4; 

Sec 15. NWy<NWM»; 

Sec 17. NEV«NEW. 

Sec 29. NWV 4 SEV 4 . 

T. 24 N.. R. 11 W., 

Sec 25, NWV 4 NWW 1 ; 

Sec. 29. SEV4SEV4. 

T. 23 N.. R. 12 W.. 

Sec 19. lots 3 and 4; 

Sec 33. NEV 4 NEV 4 . 

Comprising 398.99 seres, more or less. 

The purpose of the exchange is to 
acquire the non-federal lands that 
contain critical mule deer habitat in and 
near the Music Mountains northeast of 
Kingman. Arizona. The exchange is 
consistent with the Cerbat Mountain 
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Management Framework Plan and the 
public interest will be well served. 

The above lands will be subject to an 
appraisal to determine the value of the 
lands to be exchanged. The listed lands 
may change to reflect equal value 
following the completion of the 
appraisal 

Lands to be transferred from the 
United States will be subject to the 
following reservations: 

1 . A right-of-way for ditches and 
canals constructed by the authority of 
the United States, pursuant to the Act of 
August 30, 1890 |28 Stat 391; U.&C, 945 ). 

2 . Reserving to the United States the 
oil and gas and with it. the right to 
prospect .for, mine and remove the same, 
subject to such conditions as are or may 
hereafter be provided by such laws 
reserving such deposits (30 U.S.C. 121- 
124). 

3. Subject to such rights for telephone 
and telegraph right-of-way AR-003334G 
as provided under the authority of the 
Act of March 4.1911 (38 Stat. 1253; 43 
U.SC. 961). 

4. Subject to such rights for telephone 
right-of-way A- 9947 as provided under 
the authority of the Act of October 21. 
1976 (90 Stat. 2776; 43 U.S.C. 1761). 

Private lands to be acquired by the 
United States will be subject to the 
following reservations, terms and 
conditions: 

1 . All minerals in the subject are 
reserved to the Santa Fe Pacific 
Railroad Company as set forth in Book 
73 of Deeds, page 80. and Book 26 of 
Deeds, page 239. Mohave County. 
Arizona. 

Publication of this Notice will 
segregate the subject lands from all 
appropriations under the public land 
laws, including the mining laws, but not 
the mineral leasing laws. This 
segregation will terminate upon the 
issuance of a patent or two years from 
the date of this Notice, or upon 
publication of a Notice of Termination. 

Detailed information concerning this 
exchange can be obtained from the 
Kingman Resource Area Office, 2475 
Beverly Avenue, Kingman. Arizona 
86401. For a period of forty-five (45) 
days from the date of this Notice, 
interested parties may submit comments 
to the District Manager. Phoenix District 
Office, 2015 West Deer Valley Road, 
Phoenix, Arizona 85027. Any adverse 
comments be evaluated by the District 
Manager who may vacate or modify this 
Realty Action, and issue a final 
determination. In the absence of any 
action by the District Manager, this 
Realty Action will become the final 
determination of the Department of the 
Interior. 


Dated: Fetmisry 14,1965. 

Mariyn V. lone*, 

Ut strut Manager. 

|KR Doc 65-4332 Filed 2-21-65; 8:45 am) 
W.UN& COOf *)*»-»-« 


Realty Action, as Amended Sale of 
Public Land, Shasta County, CA 

agency: Bureau of Land Management 
Interior. 

action; Amendment to notices of realty 
action, sale of public lands. 

summary: This action amends notices of 
Realty Action proposing the sale of 
certain parcels of public land 
administered by the Redding Resource 
Area, originally published in the Federal 
Register, on September 22,1983 (48 FR 
185. page 43225) and April 10,1984 (49 
FR 70. page 14207). Twenty-five parcels 
remain available for sale. The current 
fair market value, ssle methodology, 
segregative effect, and patent 
reservations arc described herein. 

The following described lands will be 
offered for sale, by sealed bid only, at 
IfcOO a m. on May 1.1985. and on 
subsequent first Wednesdays of each 
month at 10:00 a.m. until the parcels 
have been sold or the segregation 
expires. 

The sealed bids bill be opened at 10.00 
a m. on the day of sale at the Redding 
Resource Area Office, Bureau of Land 
Management. 355 Hemsted Drive. 
Redding, California 96002. Sealed bids 
shall be considered only if received at 
the above address prior to 10:00 a-m. on 
the date of sale. 

Each sealed bid shall be accompanied 
by certified check, postal money order, 
bank draft or cashier's check made 
payable to the Department of interior— 
BLM, for not less than one-fifth of the 
bid. The sealed bid envelopes must be 
marked on the front left comer “Redding 
Resource Area. Shasta Land Sale. Parcel 
Number-.** 


If 2 or more envelopes containing 
valid bids of the same amount are 
received, the determination of which is 
to be considered the highest bid shall be 
by supplemental biddings. The 
designated high bidders shall be 
allowed to submit oral or sealed bids as 
designated by the authorized officer. 
Interested parties and the public in 
general may attend the sealed bid sales 
to be held at the above referenced time 
and place. 

A bid on parcels determined to 
contain “no known mineral value" will 
also constitute an application for 
conveyance of those mineral interests 
offered for conveyance in the sale. The 
declared high bidder will be required to 
deposit a S50.00 non-refundable filing 
fee (43 CFR 272D.l-2fc)), and ihe mineral 
estate will be sold simultaneously with 
the surface estate. 

The successful bidder shall submit the 
remainder of the full bid price prior to 
the expiration of 180 days from the date 
of sale. 

Upon publication of this Notice of 
Realty Action in the Federal Register, 
the subject public lands shall be 
segregated to the extent that they will 
not be subject to appropriation under 
the public land laws, including the 
mining laws. The segregtive effect shall 
terminate upon issuance of patent, upon 
publication in the Federal Register of a 
termination of Ihe segregation or 270 
days from the date of publication, 
whichever occurs first. 

All other terms and conditions cited in 
the previously published Notice of 
Realty Action, and amendment remain 
in effect. All patents issued will be 
subject to prior existing rights. 

Detailed information regarding these 
actions may be obtained from the 
Redding Resource Area Office. 355 
Hemsted Drive. Redding. California 
96002. 
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Piitimt Reservation* 

A-l. Excepting and reserving to the United 
States from the land so granted a right-of- 
way thereon for ditches or canals constructed 
b\ the authority of the United States. Act of 
August 30.1890. 20 Stat. 301. 43 U.S.C. 945. 

A -3. Subject to a right-ofwoy not 
ext feeding . . . feet in width, for roadway ond 
public utility purposes, to be located . . . 

A-8. Subject to that (right-of-way) and all 
e^ urtennnees thereto, cofistracird b> the 
Ihuted Stales through, over, or upon the land 
hrrvin described and the right of the United 
States, its agents or employees, to maintain, 
operate, repair, or improve the same so long 
os needed or used for or by the United States. 

B. All minerals (or partial or specific 
mineral interests, where applicable) shall be 
rr^rrved to the United States, together with 
tht- right to prospect for. mine and remove the 
mineral* A more detailed description of this 
nervation, which will be incorporated in the 
patent document, is available for review at 
this BLM office. 

C. Subject to those rights granted by on oil 
and gas lease under the terms end provisions 
of the Act of February 25.1920. 41 Slat 437, 

30 U.&.C. 101. as amended 

D-l. In accordance with Executive Order 
No 1 1908 and 11990 and Shasta County 
Zoning Ordinance Code Sections 4353 and 
5351. the patentee and hia successors shall 
undirtiike no construction which is not in 
compliance with Shasta County floodplain 
zoning criteria in effect at the time such 
cop.m ruction is undertaken or which will 
reduce the vegetative cover within the 
canyon containing the North Fork Bottle 
Creek (Le- all lands south of the creek to the 
res and from the creek level to the 1.300 foot 
rkrviition level on the north side of the creek 
(approximately 200 feet). 

D-2. in accordance with Executive Order 
\o 1 1988 and Shasta County* Zoning 
Ordinance Code Sections 4353 and 5354. the 
ptdL'ntee and hia successors shall undertake 
no construction activities within 100 feet of 
the ii named tributary to Luck Creek running 
from the north-east comer to the south-west 
corner of this parcel, which are not in 
turctphance with Shasta County floodplain 
zomng criteria in effect at the time such 
cun^ruclion is undertaken. 

0-3. in accordance with Executive Order 
No. 11988 and 11990 and Shasta County 
Zoning Ordinance Code Sections 4353 ond 
5354. the patentee and his successors shall 
undertake no construction which is not in 
a mpUance with Shasta County floodplain 
zoning criteria In effect at the time such 
construct!!* is undertaken or which will 
reduce the vegetative cover within the 
<anyon containing Bailey Creek (te, all lands 
the creek lev el to the 3.000 foot 
elevation level both north and south of the 
creek). 

fc-Z. The right to the United States, its 
;x~mtttees or been seem, the right to enter 
*pon. occupy and use. any part or all of (said 

knd| (that portion of) lying within--- 

■**1 of the centerline of the transmission line 
hght^fway of the (named company) (project 
No. if any. or land office No. if aoy). for the 
Pimposes set forth in and subject to the 
conditions and limits lions of section 24 of the 


Federal Power Act of June 10.192a 41 Slat. 
1075. as amended (16 U.S.C 818). 
date: Comments should be submitted 
no later than April 1.1985. 

address: Comments should be sent to: 
State Director. California State Office, 
Bureau of Land Management Federal 
Office Building. 2800 Cottage Way. 
Sacramento. CA 95625. 

Comments will be evaluated by the 
State Director who may vacate or 
modify this realty action and issue a 
final determination. In the absence of 
any action by the State Director, this 
realty action will become a final 
determination for the Bureau of Land 
Management. 

FOR FURTHER INFORMATION CONTACT: 

Robert J. Bainbridgc (916) 246-5325. 

Robert C. Korthage, 

Acting Redding A wo Manager. 

[FR Doc. 85-4400 Filed 2-21-85; 8:45 am) 

BILLING COOC 4310-44-4# 

l AA-6673-A2J 

Alaska Native Claims Selection; Alaska 
Penninsula Corp. 

In accordance with Departmental 
regulation 43 CFR 2650.7(d), notice is 
hereby given that the decision to issue 
conveyance (D1C) to Alaska Penninsula 
Corporation, notice of which was 
published in the Federal Register (49 FR 
32S00) on August 16.1984. is modified by 
changing two reserved easements. 

Upon issuance, the modified DIC will 
be published once a week, for four (4) 
consecutive weeks, in the Anchorage 
Daily News. Copies of the modified DIC 
can be obtained by contacting the 
Bureau of Land Management, Alaska 
State Office, 701 C Street Box 13. 
Anchorage. Alaska 69513. 

Any party claiming a property interest 
which is adversely affected by the 
decision shall have anti) March 25.1965 
to file an appeal on the issue in the 
modified DIC. However, parties 
receiving service by certified mail shall 
have 30 days from the date of receipt to 
file an appeaL Appeals must be filed in 
the Bureau of Land Management 
Division of Conveyance Management 
(960). address identified above, where 
the requirements for filing an appeal can 
be obtained. Parties who do not file an 
appeal in accordance with the 
requirements in 43 CFR Part 4. Subpart E 
(1983) (as amended. 49 FR 6371, 

February 21.1984) shall be deemed to 
have waived their rights. 


Except as modified, the decision of 
August 16.1964, notice of which was 
given August 16,1984. stands as written. 
Barbara A. Lange, 

Section Chief. Branch of ANCSA 
4 ci/i fd> ro : inn 

|FR Doc 85-4415 Filed 2-21-85; 845 am) 

OILUNOCOOC 4310-JA-M 


IF-14852-A; F-14852-B) 

Alaska Native Claims Selection; Dot 
Lake Native Corp. 

In accordance with Departmental 
regulation 43 CFR 2650.7(d). notice is 
hereby given that the decision to issue 
conveyance (DIC) to Dot Lake Native 
Corporation, notice of which w as 
published in the Federal Register 48 FK 
56650-56651 on December 22,1963. is 
modified by adding F-0257B0. F-025784 
and F-025788 material site nghts-of-way 
under “The grant of the above-described 
lands shall be subject to:". 

Upon issuance, the modified DIC will 
be published once a week, for four (4) 
consecutive weeks, in the Tundra Times. 
Copies of the modified DIC can be 
obtained by contacting the Bureau of 
Land Management Alaska State Office. 
701 C Street. Box 13. Anchorage, Alaska 
99513. 

Any party claiming a property interest 
which is adversely affected by the 
decision shall have until March 25.1965 
to file an appeal on the issue in the 
modified DIC However, parties 
receiving service by certified mail shall 
have 30 days from the date of receipt to 
file an appeals. Appeals must be filed in 
the Bureau of Land Management 
Division of Conveyance Management 
(960). address identified above, tvhere 
the requirements for filing an appeal can 
be obtuined. Parties who do not file an 
appeal in accordance with the 
requirements in 43 CFR Part 4. Subpart E 
(1983) (as amended. 49TR 6371, 

February 21.1984) shall be deemed to 
have waived their rights. 

Except as modified, the decision, 
notice of which wras given December 22, 
1963. is final. 

Helen Burleson. 

Section Chief Branch of ANCSA 
Adjudication, 

(FR Doc. 85-4416 Filed 2-21-65; 845 am] 

aOJJHO COOC 43tS-JA.ll 
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(F-21901-52 '1 

Alaska Native Claims Selection; 

Doyon, Ltd. 

In accordance with Departmental 
regulation 43 CFR 2650.7(d). notice is 
hereby given that the decision to issue 
conveyance (DIC) to Doyon. Limited 
notice of which was published in the 
Federal Register. 49 FR 32805-32606, on 
August 16,1984. and modified in part on 
October 5.1984. and published in the 
Federal Register. 49 FR 39919, on 
October 11,1984, is further modified by 
deleting easement EIN 2 C5, Dl. D9. 

Upon issuance, the modified DIC will 
be published once a week, for four (4) 
consecutive weeks, in the Tundra Times. 
A copy of the modified DIC can be 
obtained by contacting the Bureau of 
Land Management, Alaska State Office. 
701 C Street, Box 13, Anchorage, Aiaksa 
99513. 

Any party claiming a property interest 
which is adversely affected by the 
decision shall have until March 25,1985 
to file an appeal on the issue in the 
modified DIC. However, parties 
receiving service by certified mail shall 
have 30 days from the date of receipt of 
file an appeal. Appeals must be filed in 
the Bureau of Land Management, 
Division of Conveyance Management 
(960), address identified above, where 
the requirements for filing an appeal can 
be obtained. Parties who do not file an 
appeal in accordance with the 
requirements in 43 CFR Part 4. Subpart E 
(1983) (as amended. 49 FR 6371, 

February 21,1984) shall be deemed to 
have waived their rights. 

Except as modified, the decision, 
notice of which was given August 16, 
1964 and October 11,1984. is final. 

Helen Burleson. 

Section Chief. Branch ofANCSA 
Adjudication . 

|FR Doc. 65-4410 Filed 2-21-85; 8:45 am| 

BILUNG COOC OUKIAOS 


(F-14913-8) 

Alaska Native Claims Selection; Gana-a 
•Yoo, Ltd. 

In accordance with Departmental 
regulation 43 CFR 2650.7(d), notice is 
hereby given that the decision to issue 
conveyance (DIC) to Gana a 'Yoo, 
Limited, notice of which was published 
in the Federal Register, 50 FR 4817, on 
February 1,1985. is modified to clarify 
the land description. 


1 F-21901-54. F-21901~55 t F-21901-76 F-21901-80. 
F-21901-01. F-21901-A4, F-21S05-98. F-21906-00. F- 
219064)9. 


Upon issuance, the modified DIC will 
be published once a week, for four (4) 
consecutive weeks, in the Fairbanks 
Daily News-Miner. A copy of the 
modified DIC can be obtained by 
contacting the Bureau of Land 
Management. Alaska State Office. 701 C 
Street. Box 13. Anchorage, Alaska 99513. 

Any party claiming a property interest 
which is adversely affected by the 
decision shall have until March 25.1985 
to file and appeal on the issue in the 
modified DIC. However, parties 
receiving service by certified mail shall 
have 30 days from the date of receipt to 
file an appeal. Appeals must be filed in 
the Bureau of Land Management, 
Division of Conveyance Management 
(960), address identified above, where 
the requirements for filing an appeal can 
be obtained. Parties who do not file an 
appeal in accordance with the 
requirements in 43 CFR Part 4. Subpart E 
(1983) (as amended. 49 FR 6371. 

February 21.1984) shall be deemed to 
have waived their rights. 

Except as modified, the decision, 
notice of which was given February 1, 
1985 if final 
Helen Burleson. 

Section Chief, Branch ofANCSA 
Adjudication . 

(FR Doc. 85-4417 Filed 2-21-85. 8:45 ami 
billing cooe lsio-ua-m 


IF-19329-B) 

Alaska Native Claims Selection 
Mendas Cha-ag Native Corp. 

in accordance with Departmental 
regulation 43 CFR 2650.7(d), notice is 
hereby given that a decision to issue 
conveyance (DIC) under the provisions 
of Sec. 12 of the Alaska Native Claims 
Settlement Act of December 18.1971 
(ANCSA). 43 U.S.C. 1601.1611 (1976), 
will be issued to Mendas Cha-ag Native 
Corporation for approximately 2,872 
acres. The lands involved are in the 
vicinity of Healy Lake. 

Fairbanks Meridian. Alaska 
T. 11 S.. R. 14 E. 

T. 13 S. R-10 E. 

A notice of the decision will be 
published once a week, for four (4) 
consecutive weeks, in the Fairbanks 
Daily News-Miner. Copies of the 
decision may be obtained by contacting 
the Bureau of Land Management. Alaska 
State Office. 701 C Street, Box 13, 
Anchorage. Alaska 99513. ((907) 271- 
5960). 

Any party claiming a property interest 
which Is adversely affected by the 
decision shall have until March 25,1965 
to file an appeal. However, parties 


receiving serv ice by certified mail shall 
have 30 days from the date of receipt to 
file an appeal. Appeals must be filed in 
the Bureau of Land Management. 
Division of Conveyance Management 
(960), address identified above, where 
the requirements for filing an appeal can 
be obtained. Parties who do not file an 
appeal in accordance with the 
requirements of 43 CFR Part 4. Subpart E 
(1963) (as amended. 49 FR 6371, 
February 21,1964) shall be deemed to 
have waived their rights. 

Helen Burleson, 

Section Chief Branch of ANCSA 
Adjudication . 

[FR Doc. 85-4414 Filed 2-21-65; 8:45 am) 

BILUNG COOC 43KKJA-M 


Lower Gila North Draft Management 
Framework Plan Amendment; 
Environmental Assessment Phoenix 
District, A2; Availability and Public 
Comment 

agency: Bureau of Land Management 
(BLM). Interior. 

action: Notice of Availability of the 
Draft Management Framework Plan 
Amendment/Environmental Assessment 
and Public Comment Periods. 


summary: Pursuant to section 102(2)(c) 
of the National Environmental Policy 
Act of 1976, a draft Management 
Framework Plan Amendment/ 
Environmental Assessment (MFP 
Amendment/EA) has been prepared for 
the Lower Gila North Planning Area in 
parts of Maricopa, La Paz, and Yavapai 
Counties, Arizona. 

The Proposed Action changes the MFP 
Land Tenure Adjustment Section (L-4). 
The proposed change provides 
management the opportunity to 
implement a broader-scoped land tenure 
adjustment program than is currently in 
effect. 

More specifically, the Land Tenure 
Adjustment section of the Lower Gila 
North MFP would be amended by 
changing the last paragraph to read: 
"Public lands within the planning area 
not identified in this list will be 
considered for disposal to accommodate 
the following lands actions only: 1. State 
land selections and State exchanges; 2. 
mineral estate exchanges; 3. and special 
legislation." 

Compliance with the National 
Environmental Policy Act of 1969 
(NEPA) will not change. Compliance 
with all requirements regarding 
environmental assessments, clearances, 
and public input will be insured prior to 


IAZ-027-05-301 
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making a decision to accommodate a 
disposal action of this type 
This proposal would enhance BLM’s 
multiple use management by ensuring 
consistency with the State of Arizona’s 
expanded State exchange program. The 
proposal would also allow the BI.M to 
acc unimodete more easily any special 
legislative action such as the Navajo- 
Itopi Relocation Act. 

Public Participation 

Copies of the draft MPT Amendment/ 
EA are available upon request from the 
Phoenix District Office. 2015 West Deer 
Valley Road. Phoenix, Arizona 85027. 
Public reading copies may be reviewed 
at the following locations: 

Bureau of I And Management. Arizona 
Stale Office. 2707 North 7th Street 
Phoenix. Arizona 85019: Telephone 
|W2) 241-5504 

Bureau of I .and Management, Phoenix 
District Office. 2015 West Deer Valley 
Road. Phoenix. Arizona 85027; 
Telephone (602) 883-4404 
The draft MFP Amendment/EA will 
be a vii liable for review through March 
27.1M85. Written comments should be 
sent by this date to the MFP 
Amendment /EA Team Leader. Bureau 
of Und Management. Phoenix District 
Office, 2015 W. Deer Valley Road. 
Phoenix. Arizona 85027. 

A ! comments received during the 
review period relating to the adequacy 
of the draft MFP Amendment/EA will be 
considered in preparing the Lower Gila 
North MFP Amendment/EA. 
SUPPLEMENTARY INFORMATION: Two 
alternatives are described and analyzed 
in the draft MFP Amendment/EA. The 
proposed action to change the Land 
Tenure Adjustment section of the MFP 
was briefly discussed in this ootice 
summary. 

The second alternative of no action 
would limit all disposal actions to 
previously identified lands only in the 
existing MFP. This would make 
consistency with the State exchange 
pro^am extremely difficult or non¬ 
existent. and would interfere with 
programs initiated under special 
legislation. 

fOR FURTHER INFORMATION CONTACT. 

William T. Childress. Area Manager, 
Bureau of I^md Management; Phoenix 
District Office: 2015 W. Deer Valley Rd., 
Phoenix, Arizona 85027; Telephone (602) 

to -4464. 

Dated: February IS, 1985. 

Mariya V. Jones. 

Dislrkt Manager. 

I PR Doc. 85-436? Filed 2-21-85: 8 46 wm| 
6 ' LL, VO COOC OK>12-M 


Bureau of Reclamation 

DEPARTMENT OF ENERGY 

Western Area Power Administration 

Spring Canyon Pumped Storage 
Project, Arizona; Non-Federa! 
Participation In Proposed Planning 
Investigation and Expression of 
Peaking Power Needs 

On April 27. 1984. the Bureau of 
Reclamation (Reclamation) published a 
Federal Register notice (49 FR 18.189) 
requesting non-Federal participation in 
proposed planning investigations for the 
Spring Canyon Pumped Storage Project 
and Solar/Hydro Integration Project. 
The future of these planning 
investigations is contingent upon non- 
Federal upfront funding (a goal of 50 
percent). 

Minimum interest whs shown in the 
potential Solar/Hydro Integration 
Project and Rec kuna lion has decided to 
postpone the solicitation of upfront 
funding for that project. 

To date, the following entities have 
expressed an intent to participate in the 
Spring Canyon Planning Investigation: 


Entity 

i 

tuntlna 
(Si OCO) | 

•cr 

•r 

(MW) 

An«ona Etoctnc Row* Coop ***** _J 

» 

J0 

Aaron* Ruble Stxvco Company 

t50 

too 

Cdorsdo «ir® Comm— on of ttovads 
•mptnal intgaton 0»tnct _ 1 

225 


27S 

» 

Nrvftd* Pvmm Company .. _„ 

375 < 

2» 

Potato Co. of No* Mmco 

150 | 

100 

ftowtfdt. Gay 0L__ 

45 1 

30 

Sot «n*r Prop**_...___ 

300 

200 

San 0*90 Om A Etocinc Co ***** _ 

300 

200 

Tucsoo E-*ci»»c FW Q>^p*n>y -- 

300 

200 

Wtftton ***•«* kr^fffton an* Dranaga 
Daanci - 

75 

s 


Because of the favorable response to 
the Spring Canyon Project. Reclamation 
is seeking to make certain all potential 
participants have been identified and 
has requested the Western Area Power 
Administration (Western) to identify 
peaking power needs that should tie 
recognized as the detailed plan is 
formulated. 

As indicated in the April 27 Federal 
Register notice, all planning study 
participants will have first right of 
refusal to upfront fund the construction 
of their share of the project. Because of 
the large potential generating capacity 
available from the Spring Canyon 
Pumped Storage Projecl. additional 
potential participants should have no 
impact on those entities who have 
already expressed their intent to 
participate in the project prior to the 
issuance of this supplemental Federal 


Register notice. The United States’ 
current objective is for potential 
participants, electing to participate in 
the construction of the project, to 
provide 100 percent upfront financing for 
the project. 

As discussed in a Special Report 
completed in 1982 (copies available 
upon request), the Spring Canyon 
Pumped Storage Project has a potential 
of new offstream generating capacity of 
1.000 to 4.000 megawatts (MW) to meet 
peaking power requirements. The: 
project site is in Mohave County, 
Arizona, offstream of Lake Mead. 

Project features could include a dam 
and upper reservoir with maximum 
capacity of about 20CW100 acre-feet, an 
underground powerhouse and 
appurtenant structures, and 
transmission lines to be built within 
existing transmission line corridors. The 
rated reservoir head would be about 750 
feet with Lake Mead serving as the 
lower reservoir. Project planning 
investigations costs are estimated to be 
$1.5 million. Planning and construction 
could be completed by the late 1990‘s. 

In addition, preliminary investigations 
by Western indicate that the proposed 
Mead Phoenix and Mead-Los Angeles 
transmission lines offer enhanced 
capability to bring offpeak coal-fired 
power from the inland Southwest and 
use the Spring Canyon facility to make 
the power available to the oilbuming 
ureas of the West Coast onpeak. In the 
event that a line from the Pacific 
Northwest to Mead is constructed, this 
same time-shifting ability of Spring 
Canyon could be made available for 
Northwest off peak surpluses. 

In accordance with Administration 
policy on Federal and non-Federal 
participation in resource planning. 
Reclamation and Western are 
continuing the public process to identify 
participants end needs that may be 
associated with peaking power 
development in the Lower Colorado 
River Basin at the Spring Canyon site. 
Reclamation and Western will, 
therefore, hold a series of public 
information forums to fully explain the 
project and process and a public 
comment forum to receive public input 
on the proposal Notice of the forums 
will be published in the Federal 
Register. 

During the public process. 
Reclamation and Western will seek 
additional participants interested in any 
remaining uncommitted capacity. These 
participants would be required to 
contribute a proportionate share of the 
planning costs and would have first 
right of refusal to upfront fund their 
proportionate share of construction 
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costs. Reclamation and Western will 
then contract with interested parties for 
up front funding of at lest one half the 
costs of the required preliminary 
planning investigation. 

During the planning investigations 
process. Reclamation will coordinate 
among participants regarding planning, 
design, and construction of generating 
equipment; interface with water 
operations on Lake Mead; and interface 
with the Lake Mead National Recreation 
Area resource and the National Park 
Service. Western, pursuant to existing 
statutory marketing authority, will 
determine final allocations of the entire 
output of the powerplant, subject to a 
recognition of the planning study 
participants* rights of first refusal to 
acquire a proportionate share of the 
project (if constructed), and, if 
necessary, establish power rates 
sufficient to recover the annual costs of 
operating the facility. In addition. 
Western will coordinate among 
participants regarding planning, design, 
and construction of transmission 
systems; related power transmission 
operaton activities; and the market 
analysis of that share of the project pan 
financed by the United States during the 
planning process. Western will also 
conduct an additional marketing process 
for any remaining uncommitted capacity 
in the project and will seek additional 
participants who would be interested in 
purchasing such capacity if third party 
financing can be made available. 

Letters of interest in participating in 
planning investigations, or expressing a 
need for peaking capacity, are invited 
and should be sent by March 28,1985, 
to: Regional Director, Lower Colorado 
Regional Office, Bureau of Reclamation, 
Attention: Code LC-600, P.O. Box 427, 
Boulder City. Nevada 89005, with a copy 
to: Area Manager, Western Area Power 
Administration. Attention: Code C6000, 
P.O. Box 200. Boulder City. Nevada 
89005. Those entities that submitted a 
letter of intent in response to the April 
27 Federal Register notice need not 
submit any additional information in 
response to this notice. Entities that are 
not certain at this time about committing 
to participate in the project through the 
planning process are requested to 
indicate peaking capacity needs in the 
1990-2010 time frame so that the 
optimum project can be evaluated. 

For additional project information, 
please contact Don Esgar of 
Reclamation's Lower Colorado Regional 
Office in Boulder City, Nevada at (702) 
293-8106. Power marketing questions 
should be directed to Tom Carter of 
Western’s Boulder City Area Office at 
(702) 293-8855. 


Dated: January IS, 1985. 

Robert A. OUon, 

Acting Commissioner, Bureau of 
Reclamation. 

William H. Clagett. 

Acting Administrator, Western Area Power 
A dmintstration. 

|FR Doc. 85-4419 Filed 2-21-85: 8:45 am| 

SI LUNG COOC 4310-4S-M 


Minerals Management Service 

Outer Continental Shelf; Development 
Operations Coordination Document; 
Mark Producing Inc. 

agency: Minerals Management Service, 
Interior. 

action: Notice of the Receipt of a 
Proposed Development Operations 
Coordination Document (DOCD). 

summary: Notice is hereby given that 
Mark Producing Inc. has submitted a 
DOCD describing the activities it 
proposes to conduct on Leases OCS-G 
4742 and 6226. Blocks A-476 and A-477, 
High Island Area, offshore Texas. 
Proposed plans for the above area 
provide for the development and 
production of hydrocarbons with 
support activities to be conducted from 
an onshore base located at Galveston. 
Texas. 

date: The subject DOCD was deemed 
submitted on February 12,1985. 

address: A copy of the subject DOCD 
is available for public review at the 
Office of the Regional Director, Gulf of 
Mexico OCS Region. Minerals 
Management Service. 3301 North 
Causeway Blvd., Room 147. Metairie, 
Louisiana (Office Hours: 9 a.ra. to 3:30 
p.m.. Monday through Friday). 

FOR FURTHER INFORMATION CONTACT: 

Mr. Michael J. Tolbert; Minerals 
Management Service; Gulf of Mexico 
OCS Region: Rules and Production; 
Plans, Platform and Pipeline Section; 
Exploration/Development Plans Unit: 
Phone (504) 838-0875. 

SUPPLEMENTARY INFORMATION: The 

purpose of this Notice is to inform the 
public, pursuant to Sec. 25 of the OCS 
Lands Act Amendments of 1978, that the 
Minerals Management Service is 
considering approval of the DOCD and 
that it is available for public review. 

Revised rules governing practices and 
procedures under which the Minerals 
Management Service makes information 
contained in DOCDs available to 
offected states, executives of affected 
local governments, and other interested 
parties became effective December 13. 
1979 (44 FR 53685). Those practices and 


procedures arc set out in revised 
i 250.34 of Title 30 of the CFR. 

Dated: February 15.1963. 

John L Rankin. 

Regional Director. Gulf of Mexico OCS 
Region. 

[FR Doc. 85—4373 Filed 2-21-85: 8:45 amj 

BILLING COOC 4310--41 


Outer Continental Shelf; Tenneco Oil 
Exploration and Production; 
Development Operations Coordination 
Document (DOCD) 


► 

fa 

fa 

F 




AGENCY: Minerals Management Service, B 
Interior. 

action: Notice of the receipt of a 
Proposed Development Operations 
Coordination Document (DOCD). 

summary: Notice is hereby given that 
Tenneco Oil Exploration and Production 
has submitted a DOCD describing the 
activities it proposes to conduct on 
Leases OCS-G 3145 and 1196, Blocks 60 
and 61. respectively. South Marsh Island 
Area, offshore Louisiana. Proposed 
plans for the above area provide for the 
development and production of 
hydrocarbons with support activities to 
be conducted from an onshore base 
located at Intracoastal City, Louisiana. 
date: The subject DOCD was deemed 
submitted on February 13.1985, 
address: A copy of the subject DOCD 
is available for public review at the 
Office of the Regional Director, Gulf of 
Mexico OCS Region. Minerals 
Management Service. 3301 North 
Causeway Blvd., Room 147, Metairie, 
Louisiana (Office Hours: 9 a.m. to 3 30 
p.m„ Monday through Friday). 

FOR FURTHER INFORMATION CONTACT: 

Ms. Angie Gobert; Minerals 
Management Service; Gulf of Mexico 
OCS Region; Rules and Production: 

Plans. Platform and Pipeline Section 
Exploration/Development Plans Unit; 
Phone (504) 838-0876. 

SUPPLEMENTARY INFORMATION: The 
purpose of this Notice is to inform the 
public, pursuant to section 25 of the OCS 
Lands Act Amendments of 1978. that the 
Minerals Management Sendee is 
considering approval of the DOCD and 
that it is available for public review 
Revised rules governing practices and 
procedures under which the Minerals 
Management Service makes information 
contained in DOCDs available to 
affected states, executives of affected 
local governments, and other interested 
parties became effective December 13. 

1979 (44 FR 53685). Those practices and 
procedures are set out in revised 
5 250.34 of Title 30 of the CFR. 


I p 

I c> 

I s 

I h 
I 

I L 

I* 

!c 
| A 
h 
I:. 
Ic 

Q 

I S 
h 

[ 

!l 

I Cl 

\ 

I C 

I L 
? 

r 

\ 

C 

P 

E 

P 

s 

P 

P 

I 

5 

! c 

i 

F 
j S 
c 

a 

!■ 

F 

L 

F 

5 


















Federal Register / Vol. 50. No. 36 / Friday, February 22. 1985 / Notices 


7405 


Dated: February 13.1985. 

John L Rankin. 

Regional Director. Gulf of Mexico OCS 

Region, 

|FR Doc, 85-4388 Filed 2-21-85; 8:45 am) 
*JJ* *G COOC 


Outer Continental Shelf; Development 
Operations Coordination Document; 
Tenneco Oil Exploration and 

Production 

agency: Minerals Management Service, 

Interior. 

action: Notice of the receipt of a 
proposed development operations 
coordination document (DOCD). 

summary: Notice is hereby given that 
Tenneco Oil Exploration and Production 
tas submitted a DOCD describing the 
activities it proposes to conduct on 
Lease OCS-G 4180, Block 424, Galveston 
Area, offshore Texas. Proposed plans 
for the above area provide for the 
development and production of 
hydrocarbon* with support activities to 
be conducted from an onshore base 
located at Sabine Pass. Texas. 

date: The subject DOCD was deemed 
submitted on February 8,1905. 

addresses: A copy of the subject 
DOCD is available for public review at 
the Office of the Regional Director, Gulf 
of Mexico OCS Region. Minerals 
Management Sendee, 3301 North 
Causeway Blvd., Room 147, Metairie, 
Louisiana (Office Hours: 9 a.m. to 3:30 
p m.. Monday through Friday), 

*0R FURTHER INFORMATION CONTACT. 

Ms. Angie D. Gobcrt; Minerals 
Management Service; Gulf of Mexico 
OCS Region; Rules and Production: 

PUns. Platform and Pipeline Section; 
Exploration/Development Plans Unit: 
Phone (504) 838-0870. 

supplementary information: The 

purpose of this Notice is to inform the 
public, pursuant to Sec. 25 of the OCS 
Lands Act Amendments of 1978, that the 
Minerals Management Service is 
considering approval of the DOCD and 
that it is available for public review. 

Revised rules governing practices and 
procedures under which the Minerals 
Management Service makes information 
contained in DOCDs available to 
effected states, executives of affected 
local governments, and other interested 
Parties became effective December 13, 
1979 (44 KR 53085). Those practices and 
procedures are set out in revised 
5 250.34 of Title 30 of the CFR. 


Dated: February- 8.1985. 

John L Rankin. 

Regional Director. Gulf of Mexico OCS 
Region . 

|FR Doc 85-4370 Filed 2-21-85: 8:45 am) 

BILLING COOC 431<M*R-4« 


National Park Service 

Fishing Bridge Area; Environmental 
Impact Statement for the Develppment 
Concept Plan, Yellowstone National 
Park, WY 

agency: National Park Service, Interior. 
action: Notice of intent to prepare an 
environmental impact statement for the 
Fishing Bridge Area Development 
Concept Plan, Yellowstone National 
Park. 


summary: The National Park Serv ice 
intends to prepare an Environmental 
Impact Statement (EIS) for the Fishing 
Bridge area Development Concept Plan 
(DCP). The EIS, although not required by 
the National Environmental Policy Act. 
will be prepared due to two 
controversial issues: (1) Grizzly bear 
habitat versus existing development 
and; (2) economical effect on Cody, 
Wyoming. Existing development within 
tho Fishing Bridge area consists of a 
campground, a trailer village and 
concession facilities. Existing heavy 
public use creates a conflict with a 
prime wildlife habitat area located 
between Pelican Creek. Yellowstone 
Lake and the Yellowstone River. This 
area has been identified as prime grizzly 
bear habitat. The community of Cody. 
Wyoming has expressed concern that 
the removal of public use facilities from 
the Fishing Bridge area will create a 
severe economic impact on Cody. The 
EIS will address the economic impact on 
all gateway communities to Yellowstone 
National Park. 

The Master Plan and accompanying 
Environmental Impact Statement (FES 
74-31) directs the removal of 
development from the Fishing Bridge 
area after an interim period. An interim 
period of ten years has passed since the 
master plan was approved. Grizzly bear 
biological data has been assembled for 
Yellowstone National Park that 
identifies the Fishing bridge area as a 
prime grizzly bear habitat. 

The environmental impact statement 
will address the relocation of visitor use 
facilities from the Fishing Bridge Area to 
other locations within Yellowstone 
National Park. The same number of 
campsites and trailer village sites will 
be relocated within the park boundary. 
Socioeconomic effects on gateway 
communities due to the relocation of 


Fishing Bridge visitor use facilities will 
be analyzed and documented. 
Cumulative environmental effects 
concerning relocation of facilities within 
the pork will also be analyzed and 
documented. An EIS for the DCP will be 
prepared prior to design, construction 
and site restoration. 

Analysis and alternative studies, 
currently underway, will continue. 
Alternatives will be developed as pari 
of a future public scoping package. To 
receive a scoping package, contact the 
Superintendent. Yellowstone National 
Park, W f yoming 82190. 

Dated: February a. 1985. 

Lorraine Mmtzmyer. 

Regional Director. Rocky Mountain Region. 
(FR Doc. 85-4425 Filed 2-21-85: 8:45 am| 
BILUNG COOC 4310-70-41 


INTERNATIONAL DEVELOPMENT 
COOPERATION AGENCY 

Agency for International Development 

Latin America and the Caribbean 
Region; Redelegation of Authorities 

Section 1. Definition 

A. AID Missions subject to this 
redelegation of authorities shall be the 
AID Missions to Bolivia. Cosla Rica. 
Dominican Republic. Ecuador. El 
Salvador, Guatemala. Haiti, Honduras, 
famaica, Panama, and Peru, and the 
Regional Office for Central American 
Programs (ROCAP) and the Regional 
Development Office for the Caribbean 
(RDO/C). 

B. ‘'Project'*, for purposes of this 
delegation, includes projecl and non¬ 
project assistance. 

C. "Project Assistance Completion 
Date" (PACD) is the estimated date by 
which all AID-Bnanced goods are to 
have been delivered or all services 
performed under the Project Agreement, 
in non-project assistance, the equivalent 
date is the terminal date for requests for 
disbursement authorizations. 

D. "Life of Project" is the planned 
length of the project as determined in 
project preparation. The life of project 
runs from the estimated date of 
signature of the Project Agreement or 
other obligating document to the PACD. 

Section II. Authorities 

A. The authority to authorize a 
project, if the project: 

1. Does not exceed $20 million over 
the approved life of project (except as 
provided in subparagraph (2) below); 

2. Docs not present significant policy 
issues: 
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3. Dues not require issuance of 
waivers that may only be approved by 
the Administrator or Assistant 
Administrator, or if such waivers are 
required they are approved by them 
prior to such authorization: and 

4. Does not have a life of project in 
excess of seven years. 

D. The authority to amend project 
authorizations executed by any AID 
official, if the amendment: 

1. Does not result in a total life of 
project funding of more than $30 million; 

Z Does not present significant policy 
issues; and 

3. Does not require issuance of 
waivers that may only be approved by 
the Administrator or Assistant 
Administrator or if such waivers are 
required they are approved by them 
prior to such authorizations. 

Section III. Redelegation of Authority 

Pursuant to the authorities delegated 
to me as Assistant Administrator for 
Latin America and the Caribbean. I 
hereby delegate all the authorities set 
forth in Section 11 hereof retaining for 
myself concurrent authority to exercise 
any of the functions herein redelegated. 

Section IV. Miscellaneous 

A. The authorities redelegated 
purusant to Section III hereof shall be 
exercised in accordance with applicable 
statutes and regulations, including the 
Foreign Assistance Act of 1961, as 
amended, and the AID Handbooks and 
after consultation with a Regional Legal 
Advisor or GC/LAC, as appropriate, and 
with appropriate technical and support 
personnel. 

B. The authorities redelegated 
pursuant to Section II! hereof shall not 
be further redelegated; provided, 
however, that they may be exercised by 
the person acting in the capacity of the 
respective Mission Director while the 
latter is out of the country (with my 
prior approval). 

C. Nothing contained in this 
redelegution of authorities shall affect 
the authorities previously redelcgated 
by me concerning waivers and excess 
property, such redelcgated authorities to 
remain valid and in effect. 

D. This redelegation of authorities 
shall become effective on the date of my 
execution of this document. 

Dated: February 12,1985. 

Marshall Brown. 

Acting Assistant Administrator. Bureau for 
Latin America and the Caribbean. 

(FR Doc 85-4304 Filed 2^21-85,8:45 am) 

B4LLINO COOC 11 lt-01-M 


INTERSTATE COMMERCE 
COMMISSION 

Intent To Engage in Compensated 
Intercorporate Hauling Operations 

This is to provide notice as required 
by 49 U.S.C. 10524(b)(1) that the named 
corporations intend to provide or use 
compensated intercorporate hauling 
operations as authorized in 49 U.S.C. 
10524(b). 

1. Parent corporation and address of 
principal office: Halliburton Company, 
2600 Southland Center, Dallas. Texas 
75201. 

2. Wholly-owned subsidiaries (or 
divisions) which will participate in the 
operations and state(s) of incorporation: 

(i) Alaska Constructors. Inc.—Alaska. 

(li) Avon Services, Inc.—Delaware. 

(ili) Brown A Root. Inc.—Texas. 

(a) Allied Industries, Inc.—Texas. 

(b) Brown A Root Alaska. Inc.— 
Alaska. 

(c) Brown A Root Development, Inc.— 
Texas. 

(d) Brown A Root Engineering and 
Construction Corporation—Texas. 

(e) Brown A Root, International— 
Texas. 

(f) Brown A Root Marine Operators. 
Inc.—Texas. 

(g) Brown A Root, U.S.A.—Texas. 

(h) Fargo Engineering Company— 
Michigan. 

(i) Flo-Tronics, Inc.—Texas. 

(j) Houston Executive Air Service, 

Inc.—Texas. 

(k) Mid-Valley. Inc.—Delaware. 

(iv) DHS Corporation—Texas. 

(v) Federal Ore A Chemical, Inc.— 
Delaware. 

(vi) FreightMaster Division of 
Halliburton Company. 

(vii) Halliburton Resource 
Management Division of Halliburton 
Company. 

(viii) Halliburton Services Division of 
Halliburton Company. 

(lx) Halliburton Telecommunications, 
Inc.—Delaware. 

(x) Horn Construction Co., Inc.—New 
York. 

(a) GIM Mechanical Associates. Inc.— 
Texas. 

(b) Homco General Contractors, 

Inc.—Nevada. 

(xi) Howard Smith Screen Company— 
Texas. 

(xii) Joe D, Hughes. Inc.—Texas. 

(a) Greens Bayou Terminal, Inc.— 

Texas. 

(xiii) IMCO Services Division of 
Halliburton Company 

(xiv) fackson Marine Corporation— 
Texas. 

(xv) Jet Research Center. Inc.—Texas. 


(xvi) Nova Pressure Services. Inc - 
Delaware. 

(xvii) Otis Engineering Corporali— | 
Delaware. 

(a) Sun Contractors, Inc.—Louisi,in*. 

(b) Otis Overseas, Inc.—Delawaie. 

(c) Otis Latin-America. Inc.— 
Delaware. 

(xviii) Wm. A. Smith Construction Co I 
Inc.—Texas. 

(a) Wm. A. Smith Contracting Co., I 

Inc.—Missouri. I 

(b) Wm. A. Smith International I 

Contractors. Inc.—Delaware. 

(c) Service and Commodity 
Corporation—Nebraska. 

(d) Longwill-Scott, Inc.—Missouri. 

(e) Sharp A Fellows Construction Co 
Inc.—California. 

(xix) Southwestern Pipe. Inc.—Tcxa* 
(a) Alamo Explosives Company, tnc- 

Texas. 

(xx) Taylor Diving A Salvage Co. i 

Inc.—Louisiana. 

(xxl) Vernon Graphics, Inc.— 
Delaware. 

(a) CYBEK—New Jersey. 

(xxii) Welex Division of Halliburton, 
Company. 

1. Parent corporation and address of 
principal office: Masco Corporation. 
21001 Van Born Road. Taylor. Michigan I 
48180. 

2. Wholly owned subsidiaries * which 
will participate in the operations, and 
their States of incorporation: 

American Metal Products Company, 

Delaware 

Aqua Glass Corporation, Tenness* 
Tombigbee Transport Corporation, 
Tennessee 

Baldwin Hardware Corporation, 
Pennsylvania 

BraB9-Craft Manufacturing Company 
Michigan 

Brass-Craft Holding Company. 
Michigan 

Brass-Craft International Sales, Inc. 
Michigan 

Brass-Craft Western Company, Texai 
Romar Manufacturing Corporation, 

New York 

Thomas M(g. Company Inc. of 
Thomasvitle. North Carolina 
Evans Rule Company. Inc., New Jersey I 
Taylor Investments, Inc.. New Jersey 
E-R Rule Co. of Puerto Rico, Inc.. 

New Jersey 

Evans International. Inc., New 
Jersey 

Fulton Manufacturing Corporation, 
Delaware 


* Directly owned vubsidUrlea appear Jt tfcr bf* 

hand margin. Aral tier and eecond tier 
•re indicated by ungl* and double indefiutt -in. 
respectively. and are baled under the nan** of iMr 
respective parent companies 
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Marvel Metal Products Co., Delaware 
Masco Corporation of Indiana. Indiana 
Della Faucet Company, Michigan 
Peerless Sales Corporation. California 
Reese Service Center of California. Inc., 
California 

Trayco. Inc.. Michigan 

3. Divisions of parent corporation and 
location of principal office: 

American Metal Products, California 
Auto Flo Company. Michigan 

Compac Corporation. New Jersey 
Davis Manufacturing. Michigan 
Cameo Products Company. Kentucky 

4. Divisions of Masco Corporation of 
Indiana and location of principal office: 
Delta Faucet Company. Indiana 

EPIC, Incorporated. Indiana 
Peerless Aire Company. Indiana 
Peerless Faucet Company. Indiana 
Reese Products Company. Indiana 
1. Parent corporation and address of 
principal office: McLane Company. Inc., 
2915 Center Street. P.O. Box 80; Temple, 
Texas 76503. 

t Wholly-owned subsidiaries which 
will participate in the operations and 
respective states of incorporation: 

(i) McLane/Westem. Inc.. 3800 
Wheeling, P.O. Box 39144, Denver. 
Colorado 80239, A Colorado 
corporation 

(ii) McLane/Pacific, Inc., 3870 Childs 
Ave., P.O. Box 2107. Merced, 

California 95344, A Texas corporation 

(iii) McLane/Eastem, Inc., d/b/a 
McLane/Northeast. 021 East Brighton, 
P.O. Box 250, Syracuse, New York 
13205, A Texas corporation 

(iv) McLane/Food Service. Inc.. 1301 
South Treadaway, P.O. Box 2100. 
Abilene, Texas 79604. A Texas 
corporation 

(v) McLane/Sunwest. Inc., 655 West 
McDowell Road. P.O. Box 1409, 
Goodyear. Arizona 65538, A Texas 

corporation 

(vi) Merit Distribution Services. Inc., 
2915 Center Street. P.O. Box 80, 
Temple. Texas 76503. A Texas 
corporation 

Jamei II. Bayns, 

Secretary. 

IFR Doc 85-4340 Filed 2-21-05; 8:45 am) 
*UJWG COOC 70 $5-0 


(Docket No. AB-55 (Sub-129X); Finance 
Docket No. 306231 

Rail Carriers; Seaboard System 
Railroad, Inc.; Exemption; 
Abandonment and Discontinuance of 
Service in Chattanooga, TN and 
Southern Railway Co. Lease 
Exemption 

agency; Interstate Commerce 

Commission. 


action: Notice of exemption. 


summary: The Interstate Commerce 
Commission grants an amended petition 
for (1) A temporary (90-day) exemption 
from 49 U.S.C. 11343, for the sublease by 
Seaboard System Railroad. Inc. (SSR) to 
Southern Railway Company (SOU) of 
215 feet of rail line owned by the State 
of Georgia; and (2) permanent 
exemption: (a) From 49 U.S.C. 10901. for 
SOU to lease 215 feet of rail line from 
Georgia; (b) from 49 U.S.C. 10903 et seq., 
for SSR to immediately discontinue 
service over two segments of a rail line 
owned by Georgia totalling 0.72 miles: 
and (c) from 49 U.S.C. 10903 et seq., for 
SSR to discontinue service over 215 feet 
of rail line owned by Georgia only after 
SOU consummates its lease of the same 
line with Georgia, all in Chattanooga. 
TN. and subject to appropriate labor 
protective conditions. The Commission 
also dismiss SSR’a petition for 
exemption from 49 U.S.C. 10903 et seq., 
with respect to Its proposed 
abandonment and reclassification of an 
SSR-owned line of railroad in 
Chattanooga and its proposed 
abandonment of 2 other segments of rail 
line, on behalf of Georgia. 

DATES: These exemptions are effective 
on February 19.1985. Petitions to reopen 
must be filed by March 14,1985. 

ADDRESSES: Send pleadings referring to 
Docket No. AB-55 (Sub-No. 129X) and 
Finance Docket No. 30623 to: 

(1) Office of the Secretary. Case 
Control Branch, Interstate Commerce 
Commission, Washington, DC 20423 

and 

Petitioners* representatives: 

(2) Nancy S. Fleischman, Norfolk 
Southern Corporation. 1050 
Connecticut Avenue NW.. Suite 740. 
Washington. DC 20036 

and 

(3) Charles M. Rosenberger, Seaboard 
System Railroad, Inc.. 500 Water 
Street. Jacksonville, FL 32202. 

FOR FURTHER INFORMATION CONTACT: 

Louis E. Citomer. (202) 275-7245. 

SUPPLEMENTARY INFORMATION: 

Additional information is contained in 
the Commission's decision. To purchase 
a copy of the full decision, write to T.S. 
InfoSystems, Inc., Interstate Commerce 
Commission. Room 2227, Washington. 
DC 20423. or call toll free (800) 424-5403, 
or 289-4357 (DC Metropolitan area). 

Decided: February 13.1985. 

By the Commission. Chairman Taylor. Vice 
Chairman Gradison, Commissioners Sterrett. 
Andre. Simmons. Lamboley, and Strenio. 


Commissioner Lamboley concurred with a 
separate expression. 

James II. Bayne, 

Secretary 

[FR Doc. 85—4341 Filed 2-21-05; 8:45 am] 

BILLING COOC 7035-01-41 


DEPARTMENT OF JUSTICE 

National Institute of Justice 

Program Announcement; National 
Institute of Justice Solicited Research 
Programs; Fiscal Year 1985 

The National Institute of Justice 
announces the publication of its 
research program plan for 1985. 
"Solicited Research Programs, Fiscal 
Year 1985" describes the thirteen core 
programs which comprise the 1985 
research plan, gives application 
procedures, and outlines selection 
criteria. 

For a copy of the plan, write to the 
National institute of (ustice, NCIRS. Box 
6000, Rockville, Maryland 20550. or call 
301/251-5500. Ask for the NIJ Solicited 
Research Program Plan, and refer to 
document number 96131. 

Dated: February 12,1985. 
lames K. Stewart. 

Director. 

(FR Doc. 854334 Filed 2-21-05; 8:45 am| 

BILLING COOC 4410-1S-4C 


Drug Enforcement Administration 
(Docket No. 84-27) 

Joseph A. Greco, M.D.; Hearing 

Notice is hereby given that on August 
24,1984, the Drug Enforcement 
Administration. Department of Justice, 
issued to Joseph A. Greco, M.D., an 
Order To Show Cause as to why the 
Drug Enforcement Administration 
should not deny his application for 
registration executed on October 21. 
1963. for registration as a practitioner 
under 21 U.S.C. 823(f). 

Thirty days having elapsed since the 
said Order To Show Cause was received 
by Respondent, and written request for 
a hearing having been filed with the 
Drug Enforcement Administration, 
notice is hereby given that a hearing in 
this matter will be held commencing at 
10:00 a m. on Thursday, February 28, 
1985, in Courtroom No. 10, Room 309, 
U.S. Claims Court. 717 Madison Place. 
NW., Washington, D.C. 
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Dated: February 15.1985. 

Francis M. Mullnn. Jr., 

Administrator. Drug Enforcement 
Administration. 

|FK Doc. 55-4377 Filed 2-21-85: 5 45 am) 

BILLING COOC 4410-0* H 

I Docket No. 54-291 

Jeffery Pharmacy, Chicago, IL; Hearing 

Notice is hereby given that on |unc 28, 
1984. the Drug Enforcement 
Administration. Department of |ustice, 
issued to Jeffery Pharmacy, an Order To 
Show Cause as to why the Drug 
Enforcement Administration should not 
revoke its DEA Certificate of 
Registration. AE4078045. as a retail 
pharmacy under 21 U.S.C 823(f). 

lliirty days having elapsed since the 
said Order To Show Cause was received 
by the Respondent, and written request 
for a hearing having been filed with the 
Drug Enforcement Administration, 
notice is hereby given that a hearing in 
this matter will be held commencing at 
9:30 a.m. on Tuesday. March 5,1985. in 
Moot Courtroom. Room 310. East 
Building, John Marshall Law School. 315 
South Plymouth Court. Chicago. Illinois. 

Dated: February IS. 1985. 

Frauds M. Mullen. Jr.. 

Administrator. Drug Enfonement 
Administration. 

|FR Doc. 85-4376 Filed 2-21-85:8:45 am| 

BILLING COOC 4410 OS-41 


DEPARTMENT OF LABOR 

Employment and Training 
Administration 

ITA-W-13.0541 

Amstar Corp., Spreckles Sugar 
Division, Factory No. 1, Spreckles, CA; 
a Further Determination on Remand 

Pursuant to the U.S. Court of 
International Trade remand of 
December 28.1984 in [Sugar Workers 
Union. Local 180 v. Donovan. USC1T No. 
83-3-410340) allowing plaintiff an 
opportunity to offer a further submission 
(the Frazier submission of November 24. 
1982) so as to permit the Secretary to 
reconsider the denial of certification for 
workers of Amstar Corporation, 
Spreckles, California plant in light of 
any new evidence. 

The claims contained in the Frazier 
submission do not materially rebut the 
Department's initial denial or its 
affirmation of that denial for 
reconsideration nor do they provide a 
basis for certification. The claims 


regarding the competitiveness of 
imported sugar and sugar refined from 
beets were addressed in the 
Department's reconsideration and its 
initial denial 

The Frazier submission implies that 
the U.S. International Trade 
Commission's (USITC) Findings of |une 
28,1982 are sufficient to certify workers 
for trade adjustment assistance. The 
Department's investigation deals with 
the Spreckles plant. The Group 
Eligibility Requirements set at section 
222 of the Trade Ad provides 
certification criteria for individual firms 
or subdivisions of firms while the USITC 
findings are based on different criteria 
that apply industry wide and as such are 
not controlling in this case for workers 
at the Spreckles plant. 

The Department's review of its initial 
denial shows that the Spreckles plant 
processed sugar beets from independent 
growers into refined sugar mainly for 
beverage companies, canneries, 
bakeries and candy manufacturers. 
Initially, the Department found that the 
Spreckles worker petition did not meet 
the increased import criterion of the 
Trade Act of 1974, since U.S. imports of 
refined sugar decreased both absolutely 
and relative to domestic production in 
each year from 1978 through 1981. 

The Department, on its first 
reconsideration, found that the 
Spreckles plant of Amstar Corporation 
closed on July 31,1982. Company 
officials stated that the closure resulted 
from the high cost of transporting the 
raw materia! (sugar beets) to the 
refinery. At this time the Department 
considered imports of cane and beet 
sugar despite the fact the Spreckles 
plant could not convert raw sugar cane 
into refined sugar without modifications 
to the plant and even if it did Amstar 
would compromise its competitive 
position vis a vis other domestic refining 
facilities since Spreckles was not 
located near a deep water port 

Further findings on reconsideration 
showed that the market conditions were 
substantially different in 1981 than the 
earlier period in 1978 when the 
Spreckles workers were certified for 
trade adjustment assistance under an 
earlier petition. TA-W-5302. Of great 
significance was the dramatic inroads 
high fructose com syrup (HFCS) made in 
one of the sugar refiners' largest 
markets, soft drinks. Industrial users of 
sweeteners, the principal market of the 
Spreckles Sugar Division, have shifted 
from refined sugar to a greater use of 
MFCS. In the 1977/1978 period, HFCS 
replaced about 38 percent of the decline 
in refined sugar consumption: in the 


1980/1981 period HFCS consumption 
increased to 107 percent of the decline 
in refined sugar consumption. The trend 
of industrial users to substitute HFCS 
for refined sugar has continued to 
present as consumption of HFCS has 
risen 61 percent since 1981 to 4.3 million 
short tons in 1984. 

Other findings on reconsideration 
show that not only has the share of raw 
cane and beet sugar imports of U.S. 
consumption declined since the period 
applicable to the earlier certification b«it 
that the per capital consumption of 
sugar also decreased. Further, U.S. 
production of raw cane and beet sugar 
increased more in 1981 compared to 
1978 than did U.S. imports of raw cane 
and beet sugar. 

Reconsideration findings also showed 
that U.S. imports of HFCS and refined 
sugar are negligible and do not impact 
on the domestic market. 

Facts not presented by the 
Department in its reconsideration notice 
but relevant to the Frazier submission 
and supportive of the Department's 
findings are the matter of "drawbacks" 
(refunds on duties of imported raw sugix 
if refined for export purposes) and raw 
sugur imports refined in the U.S. going to 
industrial markets not served by the 
Spreckles plant. 

Findings developed in this 
reconsideration show that virtually the 
entire increase of U.S. imports of raw 
cane and beet sugar in 19S1 compared to 
1980 resulted from U.S. refiners who 
took advantage of "drawbacks". U.S. 
exports of refined sugar amounted lo 
1.048, (XX) short tons, raw value, in 1981 
compared to 588.000 short tons, raw 
value, in 198a Drawbacks have a 
‘ beneficial effect on employment for 
sugar refiners. Finally, much of the 
remaining raw sugar imports refined in 
the U.S. go to industrial markets 
(polyhydrdric alcohols and other 
industrial uses) not served by the 
Spreckles plant. 

Conclusion 

After further reconsideration. I 
reaffirm the original denial of eligibility 
to apply for adjustment assistance for 
workers at Amstar Corporation's 
Factory No. 1 at Spreckles, California. 

Signed at Washington. D.C. this 14th day 
of February' 1985. 

Robert O. Deslongchampt, 

Director , Office of Legislation and Actonci 
Senices, UfS. 

|FR Doc. 65-4447 Filed 2-21-85; 8*5 ami 

BILLING COOC 4f 10-WMI 
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Mine Safety end Health Administration 

Task Force on Two-€ntry Mining 
Systems; Public Meeting 

agency: Mine Safety and Health 
Administration, Labor. 

action: Notice of public meeting. 

summary: The Mine Safety and Health 
Administration (MSHA) will hold a 
public meeting to gather information on 
the development of two-entry mining 

systems. 

date; The public meeting will be held on 
March 12.1985. beginning at 9:00 a.m. 

MST. 

addresses: The public meeting will be 
held in the Golden Room. Holiday Inn- 
West, 14707 West Colfax Avenue, 

Denver, Colorado 80401. 

Written information may be sent to: 
Robert Ferriter, Chairman. MSHA Task 
Force on Two-Entry Mining Systems. 
Safety and Health Technology Center. 
PO. Box 25367. Denver. Colorado 80225. 

FOR FURTHER INFORMATION CONTACT: 

Monte Christo. Mining Engineer, MSHA 
Safety and Health Technology Center, 
P.0 Box 25367. Denver. Colorado 80225. 

(3031 236-2642. 

Persons wishing to speak at the 
meeting should contact Mr. Christo to 
register prior to the date of the meeting. 
Any person wishing to speak who has 
not made prior arrangements may 
register to do so at the beginning of the 
meeting. 

supplementary information: The 

Assistant Secretary for Mine Safety and 
Health has established a Task Force lo 
study two-entry mining systems. The 
purpose of the meeting is to afford the 
public an opportunity to present the 
Task Force with information concerning 
safety and health aspects, and 
experience with two-entry mining 
systems. 

There will be no verbatim transcript 
wade at the meeting. Persons who plan 
to speak are encouraged to provide the 
Task Force with written statements 
prior to or at the meeting. In the event 
that a large number of persons desire to 
speak, the presiding MSHA official at 
the meeting may limit the time for 
presentations. 

Februsry 20. 1983. 

D*v»d A. Zegetr, 

Auiwtan f Secretary for Mine Safety and 

Health 

Hoc. US-4520 Filed 2-21-83: 8:45 am) 

COOC 4510-O-M 


NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

[ 85-101 

Intent To Grant an Exclusive Patent 
License 

Correction 

In FR Doc. 85-3957 beginning on page 
7016 in the issue of Tuesday, February 
19.1965, make the following correction 
on page 7017: In the first column, the 
date paragraph should have read: 
DATE: Comments to this notice must be 
received by April 22,1985. 

BILLING coot 1505-01-41 


NATIONAL SCIENCE FOUNDATION 

Advisory Committee for Physics; 
Subcommittee for Review of the NSF 
Atomic, Molecular, and Plasma Physics 
Program; Meeting 

In accordance with the Federal 
Advsisory Committee Act. as amended. 
Pub. L 92-463. the National Science 
Foundation announces the following 
meeting: 

Name: Advisory Committee for Physics: 
Subcommittee for the Review ol the NSF 
Atomic, Molecular, and Plasm* Physics 
Program. 

Date and Time: March 11-12.1985. 9 j 00 a.m. 
to 5:00 p.m. each day. 

Place: Room 341, National Science 
Foundation. 1800 G Street NW„ Washington, 
D C 20550. 

Type of Meeting: Closed 

Contact Person; Dr. Marcel Bardon. 
Director, Division of Physics, Room 341. 
National Science Foundation. Washington. 
D.C. 2055a Telephone (202) 357-7985. 

Purpose of Subcommittee: To provide 
oversight concerning NSF support and 
planning for research in atomic, molecular, 
and plasma physics. 

Agenda: To review the NSF Atumic. 
Molecular, and Plasma Physics Program, 
including examination of proposal jackets, 
reviewer comments, and other privileged 
material. 

Reason for Closing: The meeting will deal 
with a review of grants and declinations In 
which the Subcommittee will review 
materials containing the names of applicant 
institutions and principal investigators and 
privileged information from the files 
pertaining to the proposals. The meeting will 
also include a review of the peer review 
documentation pertaining to applicants. 

These matters are within exemptions (4) and 
(8) of 5 ILS.C. 552b(c), Government in the 
Sunshine Act 

Authority to Close Meeting: This 
determination was made by the Committee 
Management Officer pursuant to provisions 
of Section 10(d| of Pub. L 92-483. The 
Committee Management Officer was 
delegated the authority to make such 


determinations by the Director. NSF, on |uly 
8.1978. 

M. Rebecca Winkler. 

Committee Management Officer. 

February 19.1985. 

|FR Doc. 85-4427 Filed 2-21-05 8:45 am| 

BILLING COOC 755S-01-M 


Program Announcement for Teacher 
Enhancement and Informal Science 
Education 

The effective date of this 
Announcement is April 1.1985. 

Proposals already submitted to the 
programs included in this 
Announcement need not be resubmitted, 
but this Announcement should be used 
in preparing all future proposals to these 
programs. Other NSF programs directed 
toward precollege mathematics and 
science education are included in the 
Division of Materials Development and 
Research. These programs, described in 
detail in NSF Brochure 85-10, are: 
Instructional Materials Development: 
Materials and Methods for Teacher 
Preparation; Applications of Advanced 
Technologies: and Research in Teaching 
and Learning. 

t. INTRODUCTION 

The National Science Foundation has 
specific responsibility lo initiate and 
support programs to strengthen science 
education at all levels. Since most 
people acquire their basic science 
education in grades kindergarten 
through twelve, strong precollege 
education in mathematics, science, and 
technology education is essential. For 
many people, college and university 
programs for nonspecialists as well as 
prospective mathematicians, scientists, 
engineers, and science educators extend 
this early development. 

Parallel to with and beyond formal 
education in the schools and colleges, 
opportunities for education in 
mathematics, science, and technology 
education in out-of school settings, for 
example, through electronic and print 
media, museums and nature centers, and 
local continuing education possibilities, 
are needed to build upon, review, and 
consolidate formal school exposure. 

The National Science Board 
Commission on Precollege Education in 
Mathematics. Science, and Technology 
has stated that a primary national goal 
should be to strengthen precollege 
science and mathematics education to 
provide all the Nation's youth with a 
level of education in mathematics, 
science, and technology that is both the 
highest quality attained anywhere in the 
world and reflects the particular and 
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peculiar needs of our Nation. The 
Foundation's initial response has been 
expanded support for precollege 
programs. 

Beginning in 1985, the Foundation is 
focussing especially on projects that 
will strengthen science and 
mathematics eduation for students at 
the middle/junior high school and 
elementary level, the critical early 
years when concepts and attitudes are 
shaped for life, Proposals relating to the 
high school years will still be welcome; 
there is no intent to exclude such 
proposals. Both public and private 
school teachers are eligible to 
participate in NSF-funded projects. 

The Foundation has. for some time, 
also been concerned about the 
underrepresentation of women, 
minorities, and the physically- 
handicapped in careers in mathematics, 
science, and technology. Projects 
involving women, minorities, and/or 
physically-handicapped persons as part 
of the staff or the target audience are 
especially encouraged, particularly if 
they represent models for increasing the 
numbers of qualified young people in 
these groups who are encouraged to 
choose careers in mathematics, science, 
and technology. 

Strengthening education in 
mathematics, science, and technology at 
any level requires (1) preparing, 
motivating, and recognizing the teachers 
who are central to the motivation and 
learning of students; (2) exchanging and 
replicating effective teaching materials 
and techniques for their use; and (3) 
providing appropriate parallel out-of¬ 
school reinforcement for what has been 
learned. 

The concerns of the Division of 
Teacher Enhancement and Informal 
Science Education include: 

• Activities that enrich teachers' 
experiences and provide background for 
leadership and peer teaching; 

• Activities that provide incentives 
for teachers and enhance and develop 
their capabilities; 

• Activities that provide 
dissemination opportunities, including 
local and regional resource-sharing 
networks, that actively involve teachers 
in exchanging and integrating successful 
approaches, materials, and curricula 
into their own teaching; and 

• Activities aimed at reaching a 
braod segment of the public through 
more effective use of non-school setting 
to increase understanding of the 
principles and issues in mathematics, 
science, and technology. 

In pursuing these concerns, the 
Division of Teacher Enhancement and 
Informal Science Education will: 


• Make use of the Foundation's 
unique familiarity and relationship with 
the scientific research and education 
community—in schools, colleges, and 
universities; in industry; and in other 
scientific organizations and institutions; 

• Exert leadership to bring together 
complementary resources from all 
sectors—stimulating cooperative 
ventures and collaboration among 
partners including the Federal 
government, colleges and universities, 
state and local education agencies, 
business and industry in the private 
sector, cultural institutions and media, 
scientists and science educators, and 
active teachers and school 
administrators: 

• Encourage projects that result in 
self-sustaining networks among these 
varied elements—cooperative patterns 
that will continue to function, supported 
by non-Federal funds, after NSF-support 
has concluded; 

• Focus resources on projects that 
exert high leverage, that are effective 
and widely applicable problem-solving 
approaches to strengthening science and 
mathematics education; and 

• Select projects and activities on the 
basis of the principles of excellence and 
scientific and educational merit, as 
assessed by peer review. 

The Foundation is committed to the 
principle of cost sharing for the 
educational projects it supports, 
especially cost sharing that involves 
cooperative and collaborative 
partnerships among local and state 
education agencies, business and 
industry, colleges and universities, and 
cultural and professional institutions 
and societies. Such partnerships could 
involve in-kind contributions of space, 
equipment, computer time, personnel, 
etc., as well as financial contributions. 
Bearing in mind that it lakes time to 
develop these collaborations, projects 
that have little initial contribution from 
such partnerships, but a well-developed 
plan to organize them as they proceed, 
and. hence, to reduce the overall NSF 
share of the project cost, are encouraged 
as a way to catalyze these cooperative 
efforts. 

To be most effective, the partnerships 
and the human resources identified and 
deveoped in NSF-funded projects must 
be geographically distributed to reflect, 
at least reasonably, the population 
density of the country. Since the 
available resources and needs are 
different in different regions of the 
country, projects will vary in their scope 
and intent, but should be based on 
assessments of the needs and resources 
peculiar and particular to a region. The 
Foundation will give preference to 
projects that help develop the 


nationwide distribtion of resource¬ 
sharing partnerships that is desirable for 
the continuing professional development 
of teachers and availability of a wide 
range of mutually reinforcing 
recreational science and mathematics 
opportunities for the general public. 

The program descriptions in this 
announcement are guidelines. They are 
designed to provide information about 
the Foundation interests in the areas of 
science and engineering education and 
to help those who are developing 
proposals to sharpen their focus. 

Programs are flexible; projects that 
cut across program or division 
boundaries to help solve a well- 
documented problem efficiently and 
effectively are welcome. In such cases, 
proposal writers are urged to submit 
preliminary inquiries and/or to contact 
one of the Divisions to determine the 
program to which the proposal should 
be initially directed. In all cases, the 
Directorate staff is available for advice 
and counsel as ideas and proposals are 
being developed. 

The Foundation will consider 
proposals for support in any field of 
science, including but not necessarily 
limited to: astronomy, atmosheric 
sciences, biological and behavioral 
sciences, chemistry, computer sciences, 
earth sciences, engineering, information 
science, mathematical sciences, 
materials sciences, oceanography, 
physics, and the social sciences. 
Interdisciplinary and multidisciplinary 
proposals also are eligible for 
consideration. 

II. PROGRAMS 

Leadership Activities for Precollege 
Teachers 

Objectives of the Program 

• Identify a cadre of well-trained and 
highly skilled elementary and secondary 
school master teachers. 

• Provide teachers experience with 
up-to-date content, developments in 
educational technology, teaching 
methods, and research in teaching and 
learning they can use to enrich and 
improve instruction. 

• Provide effective opportunities for 
in-service, peer teaching supported and 
encouraged by school administrations 
and community resources in the region 
from which the teachers are drawn 

• Provide the teaching community 
with people trained to implement 
improved education in mathematics, 
science, and technology effectively and 
widely. 

• Recognize and honor precollcge 
teaching professionals and provide role 
models, including women, minority, and 
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physically-handicapped master 

teachers. 

• Provide an incentive to establish 
cooperative and collaborative regional 
partnerships among schools, colleges 
and universities, the private sector, and 
others that will continue to use the 
human resources developed and that 
will build upon projects initially funded 
in part by the NSF. 

• Develop leadership programs that 
serve as a magnet for attracting the most 
talented individuals into the education. 

Scope of the Program 

A propria to project activities may 
include, but are not limited to. seminars, 
conferences, research participation 
opportunities, and workshops designed 
to expand the scientific and/or 
mathematical knowledge base of 
teachers who have a solid foundation in 
these areas. Projects should provide the 
training for participant teachers to take 
leadership roles in in-servicc training of 
their peers in their home schools and 
communities. 

Projects should be designed to engage 
teachers, school administrations, and 
the community as meaningful 
collaborators with a commitment to 
extend the impact of the master teachers 
when they return to their home schools. 

It is expected that support and 
encouragement will be forthcoming from 
the home school and project staff and be 
part of the project plan as the master 
teachers conduct training sessions for 
their colleagues. 

Cha:oc (eristics of Leadership Activities 

Infective project planning and 
development will usually involve 
precollege teachers with appropriate 
expertise and background to help guide 
program design. 

Projects should provide for intensive, 
hands-on sessions for teachers to learn 
in depth about one or more recent 
developments in their fields of 
specialization, including the results of 
research on teaching and learning that 
might have an impact on their 
instrucion. Teachers should have the 
opportunity to work with the best 
instructional materials, educational 
technology. And teaching methods 
related to the content of the knowledge- 
intensive sessions and time to adapt 
these materials and methods for use 
both in their own classrooms and 
laboratories and for the instruction of 
their peers. Adequate time should be 
scheduled to allow for teachers to 
interact in a meaningful way. 
professionally, with the other teacher 
participants and project staff. Several 
weeks of sustained effort will probably 


be required to provide adequate time for 
these activities. 

The outcomes of these projects should 
include: 

• Teachers of science and 
mathematics who are confident of their 
graftp of the new knowledge and 
methods obtained; 

• Teachers prepared to carry what 
they have learned back into their own 
teaching and to conduct staff 
development and in-service continuing 
education for their colleagues. Such 
cadres of master teachers, as they are 
developed, should play significant roles 
in local and regional teacher 
development projects: and 

• Improved materials and methods, 
collected and adapted by the 
participants, for use in their classes and 
in presentations in their home schools. 

Participant Selection 

Participants teaching at the 
elementary level should have taught at 
the precollege level for three years and 
be able to demonstrate their interest in 
and knowledge about science and/or 
mathematics through completion of 
appropriate training and evidence of 
strong science and/or mathematics 
instruction in their classroom or be 
science or mathematics specialists in 
their school systems. 

Participants teaching science or 
mathematics at the secondary level (7- 
12) should have a bachelors or 
advanced degree in the scientific or 
mathematical discipline for which they 
have primary teaching responsibility 
and have taught at the precollege level 
for at least three years. 

Demonstrations of leadership ability 
and performance should be evident, 
such as involvement in materials 
development or assistance to other 
colleagues. Further, the appropriate 
administrator from the teacher’s home 
school should supply evidence of a 
commitment to allow the participant 
teacher to use the project materials and 
ideas for classroom instruction and to 
support the teacher in providing in- 
service, continuing education 
opportunities for her or his peers. 

All selection processes should assure 
that access is available to qualified 
women, minority, and physically- 
handicapped teachers. 

There arc some circumstances where 
a program could be more effective if 
some of its participants were school 
administrators, school board members, 
and/or community leaders, in addition 
to teachers. Proposals for such a 
program should present plans for 
involving all participants in the project 
activities. 


Target Dates for proposal Submission 

Proposals for this p?« * am are 
evaluated by a combo .on of mail and 
panel peer review followed by review 
analysis. Although proposals are 
accepted at any time, the following 
target dates for submitting proposals 
should be noted: 

• December 15 for projects with 
starting dates near the middle of the 
calendar year. These will include 

C rejects with participant activities 
eginning during the academic year or 
during the summer, if lead time is, for 
Borne reason, unnecessary. 

• April 1 for projects with starting 
dates in the last quarter of the calendar 
year. 

• August 15 for projects with starting 
dates near the first of the following 
calender year. This will include most 
projects for the following summer where 
lead time for announcements and 
participant selection are necessary. 

Proposal Evaluation Criteria 

In addition to the general criteria for 
proposal evaluation given in Section IV 
below, the following more specific 
factors will be given substantial weight 
in the review process and these 
questions posed for reviewers. 

Staff qualifications: U the proposed 
Project Director knowledgeable in the 
content and methods of the areo(s) of 
mathematics, science, or technology on 
which the project will focus? Have 
appropriate additional principal staff 
been selected to complement and extend 
the expertise of the Project Director? 

Are the Project Director and/or staff 
acquainted with pedagogical research, 
methods, and techniques appropriate to 
the project? 

Scientific and educational merit: Are 
the mathematical, scientific, or 
technological concepts upon which the 
project will focus timely end appropriate 
for adaptation to classroom use and for 
the instruction of the teachers* peers? 
Have members of the target audience— 
precollege science and mathematics 
teachers-—been involved at the proposal 
and project planning stages or as part of 
the project staff to help assure 
appropriate program design? 

is there evidence that the proposers 
are knowledgeable about and have 
given attention to prior projects, studies. 
etc . that offer Isights for their project? 
Are appropriate developments in 
educational technology, teaching 
methods, and research in teaching and 
learning incorporated as instructional 
strategies in the project to give 
participants opportunities to experience 
and make informed choices about 
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adopting them? What evidence is there 
that positive efforts have been or will be 
made to include women, minorities, and 
the physically-handicapped among the 
project staff and participants and to 
address their special needs and 
concerns? 

Follow up activities: Do the plans for 
supporting and encouraging 
participating teachers as they use the 
project materials and provide in-service 
continuing education tor their peers take 
into account the sponsoring institution's 
location and the locations from which 
the teachers are selected? (Possibilities 
for continuing interaction might include 
personal visits by project instructional 
staff or by faculty from higher education 
institutions or other appropriate persons 
in the region closer to the teachers' own 
schools.) 

Is there evidence that the teachers' 
home school systems recognize the extra 
effort and time that will be required to 
carry out academic-year project 
activities? (Evidences of this recognition 
might be reduced teaching and/or non- 
classroom duties, more paraprofesslonal 
help, and convenient scheduling.) Have 
arrangements been made to provide 
appropriate opportunities for other 
teachers to take advantage of the human 
resources represented by the master 
teachers? 

Partnerships: What cooperative or 
collaborative arrangements have been 
formed among schools, colleges and 
universities, the private sector, cultural 
institutions, and others to support this 
project? Is there evidence that these 
arrangements will continue to function 
and flourish in the absence of NSF 
funding? 

Local and Regional Teacher 
Development 

Objectives of the Program 

• Assist local and regional 
communities in their efforts to provide 
appropriate continuing education and 
professional development opportunities 
for elementary and secondary teachers 
who lack mathematics and science 
background for the courses they teach. 

• Assist in identifying and developing 
creative approaches, including 
telecommunication and computer 
networks, to improve the science and 
mathematics knowledge base of 
elementary school teachers and non- 
certified secondary school teachers. 

• Provide teachers experience with 
developments in educational 
technology, teaching methods, and 
research in teaching and learning they 
cm use to enrich and improve 
instruction. 


• Provide an incentive to establish 
cooperative and collaborative 
partnerships among schools, colleges 
and universities, the private sector, and 
others that will continue and build upon 
the projects initially supported in part 
by the NSF. 

• Provide an incentive to examine the 
roles that women, minorities, and the 
physically-handicapped are playing in 
the local and regional educational 
setting and to develop ways to increase 
their access to activities and careers in 
mathematics, science, and technology. 

Scope of the Program 

Appropriate project activities include, 
but are not limited to, part-time and full¬ 
time courses, seminars, and workshops 
dealing with: 

• Content in mathematics, science, 
and technology: 

• Application of education 
technology, such as computers and 
telecommunications, to the teaching and 
learning process: 

• New or improved instructional 
activities, delivery systems, or teaching 
practices in mathematics and science: 
and 

• Procedures to increase teacher 
effectiveness with various groups of 
Bfudents, including women, minorities, 
and the physically-handicapped. 

In addition to classroom-oriented 
approaches, activities might include, for 
example, delivery via electronic media, 
using museums and science centers, or 
research experiences in a college, 
university, industrial, or national 
laboratory in carefully designed 
programs to provide effective education 
and professional development. 

Characteristics of Local and Regional 
Teacher Development 

Effective project planning and 
development will usually involve 
precollege teachers with appropriate 
expertise and background to help guide 
program design. 

Projects should be designed to 
address local and regional problems or 
needs, and evidence for such need 
should be included. The proposal should 
explain why this project is particularly 
appropriate to these needs. Proposed 
solutions should draw upon the best 
available approaches, adapted to local 
circumstances, and all available 
resources, including local and regional 
cadres of master teachers, as 
appropriate. Projects designed to 
increase teachers' knowledge of content 
and/or methods new to them should 
provide intensive, hands-on practice. 

Activities may vary in length 
according to their scope and the type of 
participants. They may be conducted 


during the academic year, the summer, 
or both. At least several weeks of 
sustained effort will probably be 
required at some point to provide 
adequate depth for lasting professional 
development. There should be a plan for 
the instructional staff and/or local 
master teachers to support, encourage, 
and advise the teachers as they begin to 
use their new knowledge in the 
classroom and laboratory. Methods for 
assessing how well the development 
and teaching improvement goals of a 
project are met are an integral part of its 
plan. 

Activities may take place at a college 
or university, a local or state 
educational facility, an academic or 
industrial laboratory, a museum or 
nature center, or in other appropriate 
settings. Academic credit, or the 
equivalent, for teacher participation is 
encouraged, where appropriate. The 
activities in which the teachers 
participate should be designed to be 
appropriate for their needs. Where 
standard undergraduate or graduate 
courses are part of a project, their 
inclusion should be justified on the ba*i» 
of the assessed needs of the target 
audience and the local prob)em(s) to be 
addressed. 

In some cases the projects may run 
over two or more years, perhaps even 
continuing indefinitely. In all cases, 
local and regional support from 
partnerships of colleges and 
universities, local and state education 
agencies, business and industry, cultural 
institutions, and others is expected to be 
combined with Federal support for Ihe 
projects. For longer term projects, 
proposals should contain an explicit 
plan for decreasing Federal support and 
increasing local and regional support— 
toward the goal of full and sustaining 
local and regional support. 

Participant Selection 

Participants in these projects will 
generally be elementary or secondary 
teachers whose background in particular 
science or mathematics content or 
methods needs strengthening. These 
might be teachers with very limited 
formal science training, crossover 
teachers, teachers with a general 
certificate or provisional certificate, etc. 

There are many circumstances where 
a program can be more effective if some 
(or all) of its participants are school 
administrators, school board members, 
and/or community leaders, in addition 
to teachers. Proposals should present 
plans for involving all participants in the 
project activities, 

All selection processes should assure 
that access is available to qualified 
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women, minority, and physically- 
handicapped teachers. 

Target Dates for Proposal Submission 

Proposals for this program are 
evaluated by a combination of mail and 
panel peer review followed by review 
analysis. Although proposals are 
accepted at any time the following 
target dates for submitting proposals 
should be noted: 

• December 15 for projects with 
starting dates near the middle of the 
calendar year. These will include 
projects with participant activities 
beginning during the academic year or 
during the summer, if lead time is, for 
some reason, unnecessary. 

• April 1 for projects with starting 
dates in the last quarter of the calendar 
year. 

• August 15 for projects with starting 
dates near the first of the following 
calendar year. This will include most 
projects for the following summer where 
lead time for announcements and 
participant selection are necessary. 

Proposal Evaluation Criteria 

In addition to the general criteria for 
proposal evaluation given in Section IV 
below, the following more specific 
factors will be given substantial weight 
in the review process and these 
questions posed for reviewers. 

Staff qualifications: It the proposed 
Project Director Knowledgeable in the 
content and methods of the area(s) of 
mathematics, science, or technology on 
which the project will focus? Have 
appropriate additional principal staff 
been selected to complement and extend 
the expertise of the Project Director? 

Are the Project Director and/or staff 
acquainted with the pedagogical 
research, methods, and techniques 
appropriate to the project? 

Needs assessment: Have appropriate 
persons and agencies in the project 
target audience, been involved in an 
assessment of its educational needs In 
mathematics, science, and technology? 
Does the proposed project address the 
particular and peculiar needs identified? 
How will the outcomes of the project be 
assessed? 

Scientific and educational merit: Are 
the mathematical, scientific, and 
technological concepts upon which the 
project will focus appropriate for the 
target audience? Do the concepts 
represent timely topics treated in 
sufficient, but appropriate, depth to 
provide the proposed teacher- 
development outcomes? 

Have members of the precoliege 
science and mathematics teaching 
community been in on the project 
planning and development to help 


assure effective program design and 
execution? Will peer teachers be used to 
some extent in the project as instructors, 
role models, and knowledgeable 
practitioners? Are appropriate 
developments in educational 
technology, teaching methods, and 
research in teaching and learning 
incorported as instructional strategies in 
the project to give participants 
opportunities to experience and make 
informed choices about adopting them? 
What evidence is there that positive 
efforts have been or will be made to 
include women, minorities, and the 
physically handicapped among the 
project staff and participants and to 
address their special needs and 
concerns? 

Follow-up activities: Are plans 
included for supporting, encouraging, 
and advising teacher participants ss 
they begin to use their new knowledge? 
Are there plans to build upon, 
consolidate, and share the experiences 
the teachers have as they use what they 
have learned? 

Long-term plans (if approporiate): Is a 
realistic funding plan proposed that will 
make the project self-sustaining when 
NSF funding is over? Does the plan 
provide for a graduated phase of NSF 
funding? What evidence is there that the 
required local and regional funding 
levels are attainable in the time 
allotted? 

Partnerships: What cooperative or 
collaborative arrangements have been 
formed among local and regional 
schools, colleges and universities, the 
private sector, cultural institutions, and 
others to support this project? Is there 
evidence that these arrangements wili 
continue to function and flourish in the 
absence of NSFD funding? 

Presidential Awards for Excellence in 
Science and Mathematics Teaching 1 

This is a Presidential initiative to 
provide national recognition for 
distinguished secondary school teachers 
of science and mathematics. Teachers 
whose primary responsibility is 
classroom teaching of science or 
mathematics aat grade 7 through 12 in 
an accredited school in any of the fifty 
states, Puerto Rico, or the District of 
Columbia are eligible for this award. In 
addition, a minimum of five years* 
teaching experience in science of 
mathematics is required. Awardees 
receive national recognition and their 
schools receive $5,000 to be used under 


'Thu description it provided for information 
purposes only. No applications or proposals are 
sought for Presidential awards via this 
announcement. 


the awardees* direction for instructional 
purposes in their school districts. 

Science and Mathematics Education 
Networks 

Objective of the Program 

• Encourage the development of 
substantial local and regional resources- 
sharing networks and collaborations 
that may include, among others, 
teachers, schools, local and state 
education agencies, colleages and 
universities, business and industry, and 
cultural and professional organizations, 
designed to accomplish the objectives of 
this activity. Collaborations that take 
advantage of available curricula and 
materials, methods, and human 
resources and expertise and. as 
necessary, appropriate communications 
technology for dissemination arc 
encouraged, and an information 
brokering role is assumed by the NSF in 
helping them develop. 

• Provide opportunties for teachers, 
school administrators, educational 
decision-makers, and local and state 
educational agencies to learn about new 
and alternative instructional materials, 
classroom teaching techniques, and 
recent research findings that may have 
meaningful classroom applications for 
teaching mathematics and science at the 
precollcage level. 

• Provide professional support to 
local mathematics and science teachers 
by introducing them to new materials 
and teaching techniques—and by 
providing a continuing source of 
information and advice on how these 
innovations may be put to practical 
classroom use. 

• Build bridges between educational 
product developers and distributors and 
users, including teachers and local and 
state education agencies responsible for 
product selection, to help producers 
better meet the needs for effective 
mathematics and science instructional 
materials. 

• Establish mechanisms for 
disseminating information about 
resource materials for efficient and 
effective classroom instruction. 

• Initiate collaborative, coherent, and 
constructive programs to help teachers, 
school administrators, and school board 
members translate the results of 
research on teaching and learning into 
classroom practice. 

• Develop resource-sharing networks 
augmented by effective and appropriate 
use of telecommuncations and computer 
networks, that will serve the scientific 
and Instructional needs of local school 
districts will continue after Federal 
support has terminated. 
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Characteristics of the Program 

Resource-sharing networks for 
dissemination of information on the 
successful curricula, methods, materials, 
and human resources available In well- 
defined geographical regions of the 
country are encouraged. The planning, 
execution, and support of these 
networking activities will involve 
collaboration and cooperation among 
monv people (prccollegc and college 
teachers, administrators, parents, 
businesspersons, etc.) and institutions 
(local and state education agencies, 
colleges and universities, business end 
industry, professional societies, and 
cultural institutions). Cooperative efforts 
w ill be based on sharing and using 
identified strengths found in the region 
to meet needs and improve mathematics 
and science education throughout the 
region. 

Networking projects developed in this 
way are likely to consist of a substantial 
number of individual correlated but 
independent activities that, together, 
meet the overall needs of a particular 
region. Discrete projects that focus more 
narrowly on a particular need and 
consist of relatively few activities arc 
also supported by this program. 

Whether in discrete projects or as part 
of a collaborative network, this program 
encourages sharply focused individual 
project activities designed to engage the 
participants actively with the 
information presented. The individual 
activities in an information project will 
often be of relatively short duration, a 
few days to a week or so. and 
concentrated on a specific topic to 
insure depth of coverage can be 
accomplished in a short period of time. 
Projects might embody a coherent 
collection of such activities that provide 
broad coverage of a topic, but extended 
over a longer period of time, for 
example, a scries of weekend 
workshops each focusing on a different 
problem solving technique. The timing, 
extent of coverage of topic, and rctc of 
engagement of participants should bo a 
function of the project's stated needs. 

Other characteristics of networking 
projects include, but are not limited to: 

• Helping to define and respond to 
the educational needs of specific 
geographic regions: 

• Providing a continuing source of 
information and advice to the teachers, 
principals, and others as training is put 
into practice in the classroom; 

• Exchanging information about 
demonstrated collaborative efforts 
among teachers, schools. local and state 
education agencies, professional 
societies, colleges and universities, 
business and industry, cultural 


tnstititions. and others in the planning, 
execution and support of the project; 

* Helping educators and planners 
develop long and short term priorities 
for gaining and using information; and 

• Demonstrating alternative solutions, 
increasing the participants* awareness 
to possible alternatives, and helping 
them to develop their strategies for 
choice among them. 

Participant Selection 

Whenever possible, the individual 
activities in networking projects should 
be available to all members of the target 
audiences. If. for example, a workshop 
for science specialists and school 
principals is planned, it should be open 
and publicized to all specialists and 
principals in the area serv ed by the 
project. Participation in all networking 
projects should be at the option of the 
possible participants, except in some 
cases where enrollment is limited. This 
is necessary to make information in 
mathematics, science, and technology 
education as widely available as 
possible. 

All selection processes should assure 
that access is available to qualified 
women, minority, and physically- 
handicapped teachers. 

Profect Activities 

The Foundation encourages a wide 
variety of individual activities, so that a 
broad spectrum of options will be 
available to teachers, administrators, 
education decision-makers and others. 
Examples of the activities eligible for 
support might be: Information 
conferences structured along subject 
matter lines by grade levels, e.g.. a 
conference on mathematics in middle 
schools; activities built around available 
technologies and pedagogical practices; 
teleconferenced information exchange 
sessions providing opportunities for 
information dissemination of 
considerable classroom utility; or 
resource centers for teaching materials 
and ideas, in-service seminar programs, 
and support services. 

Activities designed to provide 
administrators, subject matter 
specialists, teacher-leaders, school 
board members, parents and other 
policy makers with the requisite 
knowledge to make more informed 
choices in mathematics and science 
education are encouraged. Activities 
that focus on timely issues and topics 
could also be proposed specifically for 
key state education personnel 

The Foundation is particularly 
interested in projects directed at the 
dissemination of information on 
materials, applications of the new 
technologies, and instructional practices 


designed to increase the access of 
women, minorities, and the physically 
handicapped to careers in mathematics, 
science, and technology. 

Project Content 

The content of project activities 
should be selected from the vast array 
of materials, practices, research finds 
and educational technologies currently 
available to assist instruction in 
mathematics and science. Those 
materials selected for inclusion in 
projects should show clarity of purpose, 
scientific accuracy, and educational 
soundness. Evidence for acceptability 
should be documented from such 
resources as journal articles, published 
reviews, evaluations and use studies, 
and other reliable sources of 
information dealing with educational 
products and research. The content of 
the proposal should also reflect a 
balanced perspective on the available 
alternatives. 

Proposal Submission and Review 

The Science and Mathematics 
Education Networks program uses a 
combination of brief preliminary 
inquiries, with rapid staff responses to 
these new ideas, and peer review of 
formal proposals by mail reviewers. 

The preliminary inquiry process is no! 
elaborate, but it provides an opportunity 
for proposers to explore a new idea or 
suggestion without the elaborate 
investment of time and effort that an: 
involved in a formal proposal. A 
preliminary inquiry has no significant t> 
or role in any subsequent review, but it 
helps to clarify the project goals and to 
focus the resources of both proposers 
and reviewers on the ides* that show 
the most promise. 

Formal proposals require a substantial 
effort on the part of both the authors 
and the review process. This review 
process can require six to nine months 
and often involves debate on priorities, 
needs within the field, probable impact 
and the most cost-effective investment 
of resources. To focus this formal review 
effort as much as possible, the program 
requires a preliminary inquiry and staff 
opinion of the prognosis for funding, 
before considering a formal proposal. 

Preliminary Inquiries: These should 
be no longer than 5 pages and should 
address the following topics: 

• What are the needs and how were 
they assessed? 

• What, In broad outline, is the 
proposed solution? 

• Why was this solution chosen over 
others? 

• Who can and will carry out the 
work? 
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• What are the expected outcomes? 

• How will it be known that the 
outcomes have been achieved? 

• Approximately how much will it 

cost? 

Preliminary inquiries and staff 
opinions have no bearing on the peer 
review process for a formal proposal. No 
information concerning the preliminary 
inquiry is available to peer reviewers. 

Three copies of a preliminary inquiry 
should be sent directly to: Science and 
Mathematics Education Networks 
Program, Division of Teacher 
Enhancement and Informal Science 
Education, Directorate for Science and 
Engineering Education National Science 
Foundation, Washington, DC 20550 

Please Note. — Only preliminary inquiries 
ore to be sent directly to the Division. Formal 
Proposals* as described in Section III, must 
b* addressed to the Data Support Services 
Section of the Foundation; see Section IQ. 

Preliminary inquiries may be 
submitted at any time and the Program 
will make every effort to respond within 
eigh t weeks of their receipt. 

Proposal Evaluation Criteria 

In addition to the general criteria for 
proposal evaluation given in Section IV 
below, the following more specific 
factors will be given substantial weight 
in the review process and these 
questions posed for reviewers. 

Needs assessment: Have appropriate 
persons and agencies in the region to be 
served by the project been involved in 
an assessment of its educational 
resources and needs in mathematics* 
science, and technology? Does the 
proposed project represent an effective 
approach for using the available 
resources to address the particular and 
peculiar needs identified? Is there 
justification for any proposed use of 
educational resources from outside the 
region? Is Federal support necessary 
and clearly justified? 

Project plan: Does the proposal 
articulate a realistic plan for a local or 
regional resource-sharing network and/ 
or collaboration to accomplish the 
project objectives? Will all the available 
lelec omraunications and other 
educational techniques, including 
computers, be used appropriately and 
effectively? Does the plan take 
advantage of the expertise of master 
teachers, leading administrators, and 
community leaders as well as material 
resources? Have all the relevant 
teachers, administrators, local and state 
education agencies, colleges and 
universities, business and industry, and 
cultural and professional organizations 
been involved in the planning? Are these 
the appropriate individuals* groups, and 


institutions to carry out the plan 
successfully? 

Scientific and educational merit: Are 
the mathematical, scientific, and 
technological concepts Involved in the 
project the appropriate ones for the 
target audience(s). Will peer teachers 
and members of the community with 
particular expertise to share be involved 
as instructors, role models, and 
knowledgeable practitioners? Are 
appropriate developments in 
educational technology, teaching 
methods, and research in teaching and 
learning incorporated as instructional 
strategies and/or in other ways that will 
provide teachers, administrators, and 
the communities opportunities to 
experience them and make informed 
choices about adopting them? What 
evidence is there that positive efforts 
have been or will be made to include 
women, minorities, and the physically- 
handicapped in all aspects of the project 
and to address their special needs and 
concerns? 

Staff qualifications: Has the proposed 
Project Director the administrative 
experience, as well as knowledge of the 
content and educational methods in 
mathematics, science, and technology, 
required to coordinate all the elements 
being brought together in this project? 
Have appropriate additional principal 
staff been selected to complement and 
extend the expertise of the Project 
Director? Is there evidence that the staff 
have knowledge and understanding of 
other information and dissemination 
efforts and their possible relation to the 
proposed project? 

Evaluation and dissemination: Are 
the goals of the project clearly stated? 
Has a plan been formulated for 
assessing the intermediate as well as 
final outcomes of the project? Does the 
proposal clearly and specifically 
indicate how the project staff will use 
the results of intermediate assessments 
to alter and improve the project? If 
relevant, have specific, effective plans 
been formulated for disseminating the 
content, methods, etc., from this project 
that could be of value to others? 

Partnerships: What cooperative or 
collaborative arrangements have been 
formed among local and state 
educational agencies, colleges and 
universities, the private sector, cultural 
institutions, and others to support this 
project? Is a realistic funding plan 
proposed that will make the project self- 
sustaining when NSF funding is over? 
Does the plan provide for a graduated 
phase out of NSF funding? What 
evidence is there that the local and 
regional funding levels are attainable in 
the time allotted? 


Informal Science Education 

Objectives of the Program 

• Provide greater and mutually 
reinforcing opportunities for the public 
to make use of the rich resources for 
scientific, mathematical, and 
technological learning which exist 
outside the formal educational systems. 

• Allow for increased interactions 
between the formal educational systems 
and the resources and staff of museums, 
zoos, and other institutions responsible 
for the preservation and exhibition of 
scientific phenomena and specimens. 

• Encourage communications media 
to take a more intense and greater 
interest in imparting knowledge about 
scientific, mathematical, and 
technological concepts to both the 
public at large and selected groups. 

• Encourage private supporters of the 
media to focus efforts on increasing the 
scientific and technological literacy of 
the American public. 

• Encourage local-membership groups 
to provide mathematics- and science- 
based activities for their members or 
groups served by them, in order to 
increase the amount of active 
engagement in out-of-school 
mathematics and science. 

• Provide an incentive to examine the 
roles of women, minorities, and the 
physically-handicapped in mathematics, 
science, and technology and to develop 
ways to encourage their full 
participation. 

Scope of the Program 

This program supports projects that 
help to provide a rich and stimulating 
environment for informal learning, for a 
wide variety of audiences, in a cost 
effective manner. 

A principal characteristic of informal 
learning is its highly personal and 
internalized acquisition. Each person 
visiting a museum, watching a television 
program, or pursuing a science hobby 
develops different insights and 
understanding—and the pattern of 
understanding that develops is the result 
of many overlapping impressions and 
experiences. 

For this reason, the program supports 
activities in a variety of media— 
broadcasting, museums, dubs, and other 
sources of direct science experience. A 
principal goal of the program is to 
encourage projects that are both cost 
effective and mutually reinforcing. At 
the same time the overall pattern must 
serve the needs of a full spectrum of age 
and interest. 

Representative projects indude 
museum, zoo. and other activities that 
encourage personal interactive learning 
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about science, mathematics, and 
technology. In addition to exhibits and 
special programs, these include outreach 
activities, such as training teachers to 
use museum and zoo resources 
effectively, offering special out-of-school 
programs for students and parents, or 
designing innovative ways to take the 
museum to the schools and the public 
rather than the reverse. 

Other projects, in print and broadcast 
mass media, are able to reach extremely 
large and varied audiences, providing an 
intriguing overview of the scope and 
excitement of science—on a scale that 
cannot be matched by any other means. 
NSF is particularly interested in 
encouraging a well balanced array of 
such large-scale communication 
activities. This includes science series 
for both children and adults, via both 
radio and television. The NSF is also 
interested in periodic series on major 
areas of science and technology, 
especially when these promise to have 
lasting value. 

A parallel development of interest in 
science activities within local- 
membership clubs (for example. Girl and 
Boy Scouts, the "Y/* amateur science 
societies, and service dubs) is 
necessary to encourage early and 
continued learning outside of school 
Not only students, but parents, teachers, 
and all citizens, need to have 
opportunities to experience the joy and 
enthusiasm of exploration and discovery 
for themselves. 

In all cases, projects should lead to 
programs or print materials that are 
bias-free, scientifically and 
educationally sound, and cost effective 
in terms of their ultimate audience and 
impact. Synergistic projects among the 
Institutions involved in informal science 
education are particularly welcome- 
projects that will encourage further 
personal Involvement in reading and 
hands-on activities—cooperative 
activities between broadcasting and 
museums as a center of community 
interest in science. 

Each area of activity has 
complementary strengths and purposes. 

• Broadcasting reaches uniquely large 
audiences, providing an initial stimulus 
and overview that is unmatched by any 
other means. 

• Museums provide a direct personal 
experience with the phenomena and 
principles of science and technology. 

• Personal activities develop a depth 
of insight and involvement that cannot 
be matched by any less involving 
presentation. 

The strategy of the Informal Education 
Ih’ogrum is to encourage nil three, 
especially, in modes where they 
complement and reinforce each other. 


Characteristics of the Program 

Because the range of possible out-of- 
school learning experiences in 
mathematics, science, and technology is 
so large, the Division has chosen to 
focus its selection of projects on the 
following strategic considerations; 

• A balance of key projects: The 
program is a pragmatic effort to improve 
the environment and opportunities for 
out-of school learning. A balance is 
maintained between support for major 
activities that have national impact and 
significance and support of more limited 
projects that serve to explore special 
needs and opportunities. 

• Unking and strengthening the 
media of informal education: Projects 
that will strengthen the institutions of 
informal education by recognizing their 
strengths and weaknesses, and by 
encouraging cooperative and 
complementary activities are 
emphasized. 

• Significance and urgency: Projects 
that have a significant effect on the 
overall pattern and quality of informal 
education* as well as the strength of its 
institutions and their relation to formal 
learning arc emphasized. 

• Contribution to the pattern of 
general education: Informal learning as 
an integral component of general 
education is encouraged. Informal 
education should provide stimulus, 
awareness, and background before 
school, support anef reinforcement 
during formal education, and an 
opportunity to continue learning and 
awareness when formal study ends. 
Lifelong learning should be a habit of all 
persons regardless of age or role. 

In its support of television and radio 
projects, the Foundation is committed to 
the development of high quality 
programming made widely available to 
all children, youth, and adults. Under 
normal circumstances, the Foundation 
requires that: 

• NSF retain the right to use the 
programs for government purposes in 
perpetuity; 

• Off-the-air recording rights by 
educational agencies or institutions 
shall be guaranteed for a minimum of 
three years; 

• All television programs must have 
closed captions encoded on the master 
broadcast tape and ail programs must 
be broadcast with closed captions; 

• All broadcasts, exhibits, and other 
materials must include a clear indication 
of the source(s) of support (both NSF 
and any other contributions), and should 
include the NSF logo; 

• A copy of all materials, e.g., 
videotapes of programs and copy of 


teacher's guide, be provided to the NSF 
and 

• A quarterly letter-report on the 
activities of the project be submitted. 

Proposal Submission. Review, and 
Deadlines 

The Informal Education program us* , 
a combination of brief preliminary 
inquiries with rapid staff responses to 
these new ideas and peer review of 
formal proposals by a combination of 
mail reviewers and a standing review 
panel. 

The preliminary inquiry process is not 
elaborate, but it provides an opportunity 
for proposers to explore a new idea or 
suggestion without the elaborate 
investment of time and effort that arc 
involved in a formal proposal. A 
preliminary inquiry has no significance 
or role in any subsequent review, but it 
helps to clarify the project goals and to 
focus the resources of both proposers 
and reviewers on the ideas that show 
the most promise. 

Formal proposals require a substantial 
effort on the part of both the authors 
and the review process. This review 
process can require six to nine months 
and often involves debate on priorities, 
needs within the field, probable impact 
and. the most cost-effective investment 
of resources. To focus this formal review 
effort as much as possible, the program 
requires a preliminary inquiry and staff 
opinion of the prognosis for funding . 
before considering a forma! proposal 

Preliminary' Inquiries: These should 
be no longer than 5 single-spaced pages 
and should address the following topics: 

• What are the needs and how were 
they assessed? 

• What, in broad outline, is the 
proposed solution? 

• Why was this solution chosen over 
others? 

• Who can and will carry out the 
work? 

• What are the expected outcomes 9 

• How will it be known that the 
outcomes have been achieved? 

• Approximately how much will it 
cost? 

Preliminary inquiries and staff 
opinions have no bearing on the peer 
review process for a formal proposal No 
information concerning the preliminary 
inquiry is available to peer reviewers. 

Three copies of a preliminary inquiry, 
should be sent directly to: 

Informal Science Education Program, 

Division of Teacher Enhancement and 

Informal Science Education. 

Directorate for Science and 

Engineering Education. National 

Science Foundation. Washington. DC 

20550. 
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Pleas® Nolew*—Only preliminary inquiries 
art 1 to be sent directly to the Division. Formal 
proposals, as described in Section 01. must be 
addressed to the Data Support Services 
S" tion of the Foundation; see Section 111. 

I’reliminary inquiries may be 
submitted ot any time and the Program 
will make every effort to respond within 
eitfht weeks of their receipt. Formal 
proposals are reviewed three times each 
year. 

Formal proposal target dates: The 
target dates for submitting formal 
proposals are April 1, August 1. and 
December 1 of each year.^ 

Pr vasal Evaluation Criteria 

in addition to the general criteria for 
proposal evaluation given in Section IV 
below, the following, more specific 
factors will be given substantial weight 
in the review process and these 
questions posed for reviewers. 

Rationale: Are the project objectives 
clear and-relevant to the goals of NSF? 
Has the proposer identified an important 
need, problem, or issue in public 
ur,rlvrstanding of science? Have the 
proposer* demonstrated knowledge of 
th«* area of concern that is pertinent, 
current, and complete? Is the rationale 
for supporting the project adequate to 
justify the investment of Federal funds? 

Project Design: Does the proposal 
articulate a well-formulated plan of 
attack on the problem identified? Is the 
proposed approach a practical and 
effective way to solve the problem? Are 
the management plan and the 
dissemination plan appropriate? Are the 
special needs and concerns of women, 
minorities, and the physicully 
had mapped recognized and accounted 
for? 

Impuct: Is there evidence that project 
outcomes will have an effect on the 
large! audience? Is the character and 
size of the audience significant? Is the 
target audience one that is not 
effectively reached by existing formal 
and/or informal education programs? 
Will the project explore innovative 
modes of communication thut have 
potential for transfer or adaptation in 
other settings? 

Cost Effectiveness: 1s it likely that 
project outcomes will be cost-effective? 
Will the improvements in public 
understanding justify the cost? 

Monitoring and Evaluation: Is there a 
8ood procedure for assessing the 
outcome of the project? Are there 
suitable plans for obtaining reliable and 
unbiased information on the 
effectiveness of the project? Are 
adequate funds included in broadcast 
projects to obtain information on 
national ratings and audience share? 


Personnel and Institutional 
Resources: is the staff qualified to carry 
out the roles assigned to them? Are the 
services and conditions necessary to 
support the project activities available? 
What other source(s) of funds will 
support the project? 

Budget: Are the costs of the project 
(salaries, services, and other expenses) 
reasonable? Does the budget reflect 
understanding of the magnitude of the 
task? 

Quality: Does the activity have 
intrinsic merit? Does the 
conceptualization of the probtem and 
the proposed solution show imagination 
and creativity? Are high quality 
resources to be employed in attacking 
the problem? Will the results promised 
significantly improve some aspects of 
die public understanding of science? 

HI. PREPARATION AND SUBMISSION 
OF PROPOSALS 

This announcement sets forth basic 
information needed to initiate planning 
for a formal proposal and to submit it. 
More detailed information is available 
in the publication Grants for Scientific 
and Engineering Research (GSER). NSF 
83-57. This publication is available from 
the Forms and Publications Unit. 
National Science Foundation. 1800 G 
Street. N. W., Washington. D.C. 20550. 
The GSER should be used with the 
following understandings: 

• For “research” substitute “science 
education” or “science education 
project” according to the context; 

• The terms “new discoveries” or 
“fundamental advances” included 
development of the science and 
engineering infrastructure directed 
toward those goals. 

In the event that the submitting 
organization has never been the 
recipient of an NSF award, it is 
recommended that appropriate 
administrative officials become familiar 
with the NSF policies and procedures 
contained in the NSF Grant Policy 
Manual. Revised (NSF 77-47. available 
through the Superintendent of 
Documents. Government Printing Office, 
Washington. D.C 20402) which are 
applicable to most NSF awards. If a 
proposal is recommended for an award, 
the NSF Division of Grants and 
Contracts will request certain 
organizational, management, and 
financial information. These 
requirements are contained in Chapter 
111 of the Manual 1 

Who May Submit 

Organizations with a scientific or 
educational mission are eligible to 
submit proposals. Among these are: 
colleges and universities: state and local 


educational agencies; professional 
societies; science museums and 
zoological porks; research laboratories: 
private foundations; private industry; 
and other public and private 
organizations, whether for profit or non* 
profit. Proposers are encouraged to 
involve representation from more than 
one of these areas. 

When To Submit 

Proposals to the Division of Teacher 
Enhancement and Informal Science 
Education may be submitted at any 
time. However, to ensure the most 
efficient processing of proposals, there 
are target dates suggested in Section II 
for some programs. 

What To Submit 

Proposals should be prepared in 
accordance with the guidelines 
contained in the GSER. page 1-& Fifteen 
(15) copies of the proposal and three (3) 
additional copies of the Cover Sheet and 
Project Summary are required. The 
notes here provide some further 
interpretation. See Appendix I for the 
order of assembly of the proposall 

Cover Page 

Use a photocopy of the cover page 
form. Appendix 2. as the “original.” 

In the upper left hand block labeled 
“For Consideration by NSF 
Organizational Unit,” identify, if clearly 
defined, the specific program to which 
the proposal is directed, e.g.. 

“Leadership Activities” or “Science and 
Mathematics Education Networks” (see 
reverse side of Appendix 3). For 
proposuls that involve more than one 
program, prior discussion with staff 
should be held to determine the 
appropriate program to which the 
proposals should be directed. If. after 
the receipt of a proposal, staff 
examination suggests that it would be 
more appropriately and effectively 
considered in a program other than the 
one to which it has been submitted, the 
principal investigator will be contacted 
to determine whether the change is 
acceptable and the change made, if the 
principal investigator agrees. 

All required signatures (principal 
investigator, co-principal investigators), 
and organizational representative) with 
dates must appear in the appropriate 
location(s) on the cover page of the 
original copy. 

Table of Contents 

Project Summary 

Use the form in Appendix 3 to provide 
a required 200-word summary, as well 
as the rest of the information requested 
on that form. The summary should be 
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understandable by on intelligent but 
nonspecialist reader and should be free 
of jurgon and technical terminology that 
would obscure its meaning. Indicate 
what is going to be done, why, who and 
how many will be affected, and the 
desired outcomes. 

Data Sheet 

The Data Sheet, Appendix 5. must be 
completed and assembled as the fourth 
poge, following the Project Summary, of 
the proposal. Some projects may be 
more complicated than is allowed for on 
this sheet; please contact the 
appropriate program to determine the 
best way to complete it. 

Supplementary Information Sheet 

See Appendix 4. (PLEASE NOTE: One 
copy only of this sheet is to be clipped 
to the face page of the Signature Copy; 
this information sheet is NOT to be 
assembled as part of each copy of the 
proposal.) 

Project Description 

This main body of the proposal should 
be a detailed, but succinct, statement of 
the project to be carried out. The project 
description should normally not exceed 
15 single-spaced pages. (The equivalent 
of 30 double-spaced pages is 
acceptable.) TTie description can be 
amplified by material in appendixes, but 
the body should stand alone to give a 
complete picture of the project. 

The project description should 
describe the particular and peculiar 
needs to be met by the project and how 
they were determined. The solution 
proposed should be sketched in broad 
outline together with a rationale for this 
choice over any others that might be 
available. A detailed description of the 
project activities should be presented 
that shows how each part is related to 
the overall project and the expertise 
required to carry out each part. A 
timetable, including personnel time 
commitments, for the project activities is 
useful as a summury. There should be 
concrete statements concerning the 
expected outcomes of the project and 
the means that will be used to assess 
whether they have been achieved. 

Use the suggested proposal evaluation 
criteria provided with the description of 
each program and the more general 
criteria in Section IV to determine the 
sort of details that need to be provided 
to facilitate effective review. 

Bibliography of Pertinent Literature 

The objective is to determine whether 
proposers are familiar with the work of 
others that has bearing on the proposed 
project's design, methods, aims, and 
content. 


Biographical Sketches 

A complete vita for each principal 
investigator should be submitted as well 
as abbreviated vitae for other personnel 
who will perform major roles in the 
implementation of the project. In the 
interests of brevity and relevance, only 
the last five years* activities and 
publications should be stressed for all 
personnel. 

Budget 

A budget for each year of support 
requested, as well os a cumulative 
budget for the full term of the project, 
must be presented. These budgets must 
be on the prescribed form. Appendix 8, 
Additional pages for budget explanation 
and amplification are necessary and 
should be attached directly following 
the budget form(s) in the proposal. The 
categories and data in the budget 
explanation must be consistent with 
those on the form(s). The direct costs of 
the project should be reasonable with 
respect to the tasks proposed. All budget 
requests need to be documented and 
justified. 

As an expression of commitment to 
the project and the collaborative and 
cooperative efforts the Foundation seeks 
to promote, information on cost-sharing 
by the grantee institution and/or others 
with which it has formed partnerships 
should be provided in as much detail as 
possible. Contributions to cost-sharing 
must be in categories that are eligible 
for Foundation funding in these 
programs; for example, instructional 
salaries and supplies are eligible, 
whereas capital expenditures and office 
equipment are not. 

Stipends : A direct stipend to 
participants of up to $40 per day for full¬ 
time project activity is allowable from 
NSF funds or as a cost-sharing 
contribution. The amount of the stipend 
should be justified in the proposal. In 
arriving at the figure, the project director 
should take into account various factors 
that may be involved in a particular 
project including the answers to 
questions such as: Is the level of activity 
part-time or full-time? Does participation 
in the project preclude summer 
employment? Is academic credit being 
awarded? 

Funds to defray the costs for 
participant room and board and travel 
from home to the project site may be 
requested from NSF or included as a 
cost-sharing contribution. Requests for 
other participant support must be 
strongly justified. 

Tuition: Tuition is not allowed as a 
project cost, if the NSF is already paying 
instructional costs. Similarly, if the NSF 
is paying instructional costs, tuition 


waiver cannot be counted as an 
institutional contribution to the project. 
In no case may participants be charged 
tuition for credits obtained based on 
project activities. 

Current and Pending Support 

See Appendix 7 for the appropriate 
form. All support for research and 
education projects that occupy the time 
of the Project Director and principal 
staff must be Included. You may find 
that extensive footnotes are necessary 
to explain your activities and their 
support. This form is applicable to all 
projects, since item I.B.1. asks for a 
listing of the proposal being submitted 
and failure include this form can slow 
up the award of a grant. 

Appendixes 

How and Where to Submit 

Intergovernmental Review 

Many states have elected to review 
proposals submitted to Federal agencies 
by prospective grantees from that state. 
Pursuant to Executive Order 12372 
("Intergovernmental Review of Federal 
Programs") and the implementing NSF 
regulations Federal Register, Volume 48 
No. 123, June June 24.1983, pp. 29358- 
29306), the NSF has established a 
procedure for ensuring review of 
proposals by states when applicable. 
Programs described in this 
announcement are eligible for review by 
electing states under E.0.12372. 

Proposers from states electing to 
review proposals must submit their 
proposals to the state's single point of 
contact (SPOC) for review prior to or 
simultaneously with submission to the 
NSF. (See Appendix 8 of this program 
announcement for a list of states 
electing to review and their SPOC) No 
grant award will be made by the NSF 
unless the state has had an opportunity 
to review the proposal for a period of 60 
days. Please supply the number 
assigned by the state to your proposal at 
the bottom of the Data Sheet. Appendix 
5. 

Questions relating to NSFs 
implementation of E.0.12372 should be 
directed to the NSF Intergovernmental 
Review Officer at (202) 357-7860. 

Proposal Submission 

Fifteen (15) complete copies of the 
proposal and three (3) additional copies 
of the Cover Sheet and Project Summary' 
should be prepared and sent to: 

Data Support Services Unit. National 

Science Foundation, Washington, DC 

20550. 
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Grant Administration 

NSF grants ore administered in accord 
with the terms and conditions of NSF 
Form Letter 200, Crant General 
Conditions, copies of which may be 
requested from the NSF Forms and 
Publications Unit. 

Beacuse of the nature of some 
precollege projects, proposers may wish 
tc familiarize themselves with NSF 
policy in two particular areas: 

• Where educational materials are 
outcomes, the GSER should be consulted 
w ith respect to inventions, software, and 
copyrights. 

• Where prccollege students are to be 
inolved in research or In the 
development of materials, awards arc 
subject to the provisions of 2 U.S.C. 1869 
(s) and fb) (“Myers Amendment*’ and 
"Doman Amendment*’). The provisions 
of law require appropriate grantee 
coordination with parents, guardians 
and school district officials. 

The awardee is wholly responsible for 
the conduct of projects, including the 
r»**oarch and development of materials 
and the preparation of project results for 
publication. The Foundation does not 
assume responsibility for such findings 
nor their interpretation, but expects an 
acknowledgement of support in all 
published materials resulting from 
funded projects. 

Inquiries 

Questions not addressed in this 
publication may bo directed to the NSF 
staff by writing to: 

Division of Teacher Enhancement and 

Informal Science Education. 

Directorate for Science and 

Engineering Education. National 

Science Foundation. Washington. DC 

20550. 

For telephone inquiries (Area Code: 

202 ): 

leadership Ac tivities for precollege 

teachers program....357-7074 

U<uil and regional teacher 

development program....».357-7539 

St icnce and mathematics education 

netw orkr progru.... 357-7078 

Informal Science Education Program..337- 

7076 

Dtv tsion Of fire ..357-7073 

Related Programs 

Information on other NSF programs in 
science education may be obtained by 
contacting: (1) The Division of Materials 
Development and Research (for 
information on Instructional Materials 
Development. Materials and Methods 
for Teacher Preparation. Applications of 
Advanced Technologies, and Research 
in Teaching and Learning); (2) Office of 
College Science Instrumentation (for 
information on the College Science 


Instrumentation Program): (3) Office of 
Studies and Program Assessment (for 
information on the Studies and Analyses 
Program; or (4) the Division of Research 
Career Development (for information on 
graduate and minority graduate research 
fellowships. NATO postdoctoral 
fellowships, Presidential Young 
Investigator Awards, and other graduate 
and postdoctoral programs). 

IV. PROPOSAL EVALUATION 

NSF evaluates proposals on the basis 
of the four general criteria below. Also 
indicated are additional factors to be 
considered. These are intended to 
amplify the general criteria, where 
appropriate. 

1. Instrinstc Merit This criterion is 
used to assess the likelihood that the 
project will advance or have substantial 
impact on precollege mathematics, 
science, and technology education. 

2. Performance Competence This 
criterion relates to the capability of the 
proposers, the soundness of the 
proposed approach, and the adequacy of 
the resources available to carry out the 
project. With respect to this criterion, 
consider such factors as; 

• Plan: Does the project appear 
workable, cost-effective, and 
appropriate relative to the target 
problems and the impact anticipated? 
Are factors like the selection of 
participants and the provision of 
academic credit, or the equivalent, 
provided to successful participants 
adequately described and thought out? 

Is the plan integrated with other local 
efforts to improve the quality of 
mathematics or science education? Is 
the plan for continuation of the project 
beyond NSF support credible? Are the 
evaluation plans reasonable? Does the 
proposed project include realistic 
mechanisms which will lead to 
widespread dissemination of 
instructional materials or other protect 
results? 

• Personnel: Are needed personnel, 
such as mathematicians, scientists, 
engineers, active teachers, science 
educators, officials of state and local 
education agencies, and persons from 
the private sector (such as industrial 
scientists) included in the project? 

3. Utility or Relevonce of the Project 
This criterion is used to assess the 
likelihood that the project can contribute 
to meeting specific needs in precollege 
mathematics, science, and technology 
education. Consider such factors as: 

• Impact: Does the project have 
potential for significantly strengthening 
the Nation's science and mathematics 
education? Is the approach scientifically 
and educationally sound? Have the 
cooperating school system adequately 


examined and defined their teachers' 
needs? Is the project likely to deal 
effectively with the problem(s) and 
improve the quality of teaching? Does 
the project employ a particularly 
creative approach that might serve as a 
model for others with similar problems? 

• Products: Will the project result in 
quality products such as instructional 
materials or models and plans for wider 
impact? 

4. Effect on the Infrastructure of 
Science and Engineering This criterion 
relates to the potential of the proposed 
project to contribute to better 
understanding or improvement of the 
quality, distribution, or effectiveness of 
the Nation's scientific and engineering 
research, education, and manpower 
base. Consider such factors as: 

• Cooperative Relationships: Has a 
reasonable working relationship among 
the cooperating parties been defined? 
Does the proposal contain letters of 
agreement or other evidence of 
workable relationships? Will the project 
encourage and facilitate better working 
relationships between cooperating 
school systems and their teachers and 
the scientists and educators of 
cooperating colleges, universities, 
cultural institutions, the media, and 
industry? Will the project develop long¬ 
term relationships with institutions that 
can supplement and support the quality 
of precollege mathematics and science 
teaching? 

• Contributions: Does the proposal 
Include appropriate contributions from 
the private sector, state or local 
educational agencies, colleges or 
universities, scientific or teaching 
professional societies, and other 
sources? 

• Balance: docs the project reflect 
awareness of the needs and potential of 
the diverse teacher and student 
population of the Nation such as the 
gifted and talented, women, minorities, 
and physically disabled, disadvantaged, 
and students not intending careers in 
science and engineering? 

Proposals will be reviewed for 
scientific and educational merit by 
scientists, science educators, and others 
knowledgeable in the fields represented 
by the proposal. Until a decision is 
announced, no information can be 
provided on the probability of support. 
Every effort is made to reach a decision 
and inform the applicant promptly. 
Notification of award is made in writing 
by the Foundation. Organizations whose 
proposuLs are unsuccessful will be the 
Foundation. Organizations whose 
proposals are unsuccessful will be 
advised as promptly as possible. 
Verbatim copies of reviews not 
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including the identity of the reviewers, 
will be made available to prospective 
project directors. 

Dated: February IS. 1985. 

Alan I. Leshner, 

Acting Division Director, Teacher 
Enhancement and informal Science 
Education, 

|FR Doc. 85-4302 Filed 2-21-45; 8:45 am| 
StUJMO coot 7SSS-0I-M 


NUCLEAR REGULATORY 
COMMISSION 

(Docket Nos. 50-317 end 50-3161 

Baltimore Gas and Electric Co. (Calvert 
Cliffs Nuclear Power Plant Unit Nos. 1 
and 2); Exemption 

I 

The Baltimore Gas and Electric 
Company (the licensee) is the holder of 
Facility Operating License Nos. DPR-53 
and DPR-69 which authorize operation 
of the Calvert Cliffs Nuclear Power 
Plant. Unit Nos. 1 and 2. These licenses 
provide, among other things, that they 
are subject to all rules, regulations and 
Orders of the Commission now or 
hereafter in effect. 

The facility comprises two 
pressurized water reactors at the 
licensee’s site located in Calvert County. 
Maryland. 

II 

Appendix J to 10 CFR Part 50. 

“Primary Reactor Containment Leakage 
Testing for Water-Cooled Power 
Reactors,” includes schedular and 
technical requirements for the conduct 
of 'Type A" reactor containment 
Integrated Leak Rate Tests (ILRTs). 

With regard to schedule for ILRTs. 
Appendix J. section lI.D.l.(a) requires 
that *\ . . three Type A tests shall be 
performed, at approximately equal 
intervals during each 10-year service 
period. The third test of each set shall be 
conducted when the plant is shutdown 
for the 10-year plant inservice 
inspections." 

The currently scheduled 10-year 
Inservice Inspection (ISI) outage would 
be in the fall of 1986 for Unit 1 and in the 
spring of 1987 for Unit 2. Performance of 
the third 1LRT during the 10-ycar ISI 
outage, which is required by Appendix J. 
would result in the violation of the 
40± 10-month interval which is also 
required by Appendix J. Accordingly, by 
application dated September 14. 1984 
the licensee requested a “one time only" 
change to the ILRT schedule, as 
specified in Appendix ). section 
III.D.l.(a) to allow the third ILRT to be 
conducted during the spring 1985 and 


fall 1985 refueling outages for Units 1 
and 2. respectively. The proposed 
schedule would satisfy the 40± 10-month 
inspection interval requirement of 
Appendix J which is deemed to be of 
primary importance in the maintenance 
of containment integrity via the ILRT 
program. The coincidence of the third 
DJtT with the 10-year ISI outage is of 
clearly secondary importance for this 
"one time only” schedule change. 

Ill 

Accordingly, the Commission has 
determined that, pursuant to 10 CFR 
50.12. an exemption is authorized by law 
and will not endanger life or property or 
the common defense and security and is 
otherwise in the public interest and 
hereby grants the following exemptions 
with respect to the requirements of 
Appendix J to 10 CFR Part 50: 

With regard to the third ILRT of the 
first 10-ycar service period, this test 
shall be conducted on the following 
schedule: 

• Unit 1—during the spring 1985 
refueling outage. 

• Unit 2—during the fall 1985 
refueling outage. 

Pursuant to 10 CFR 51.32 the 
Commission has determined that the 
issuance of the exemption will have no 
significant impact on the environment 
(50 FR 4284). 

Dated at Bethcida. Maryland this 14th day 
of February 1985. 

For the Nuclear Regulatory Commission. 
Frank |. Miraglia, 

Acting Director, Division of Licensing, Office 
of Nuclear Reactor Regulation. 

|FR Doc. 85-1434 Filed 2-21-85; 8:45 am] 

BILLING COOC 75KMJ1-* 


(Docket No. 374) 

Commonwealth Edison Co.; 
Consideration of Issuance of 
Amendment to Facility Operating 
License and Proposed No Significant 
Hazards Consideration Determination 
and Opportunity for Hearing 

The U.S. Nuclear Regulatory 
Commission (the Commission) is 
considering issuance of an amendment 
to Facility Operating License No. NPF- 
18. issued to Commonwealth Edison 
Company (the licensee), for operation of 
the LaSalle County Station, Unit 2 
located in LaSalle County, Illinois. 

The amendment would revise License 
Condition 2.C.(5) to incorporate a 
November 30.1985 deadline for the 
environmental Qualification of all 
safety-related electrical equipment 
Section 50.49(i) of the Commission's 
Regulations, which is applicable to the 


LaSalle County Station. Unit 2. does not 
require the March 31.1985 deadline 
currently in the license. The licensee 
indicates that the total number of 
components requiring qualification for 
Unit 2 to 10 CFR 50.49 requirements are 
745. 656 of which will be qualified prior 
to March 31.1985. Specifically, an 
extension up to November 30.1985 is 
being requested for the following items; 

1. Fifty (50) Limitorque Valve Motor 
Operators, 

2. Four (4) S&K Flow Elements. 

3. Two (2) Delphi Hydrogen-Oxygen 
Analyzer Panels. 

4. The Atomics International 
Hydrogen Rccombiner, 

5. Six (6) KIockner-Moeller AC Motor 
Control Centers. 

6. Eight (8) Magnetrol Level Switches, 
and 

7. Eighteen (18) General Electric 
Terminal Boards. 

For the above items, the licensee has 
previously submitted justification for 
Interim Operation (JIO’s) which have 
addressed the requirements of 10 CFR 
50.49 and will remain valid through 
November 30,1985. The discussions in 
these JIO's ensure that the plant can be 
safely operated pending completion of 
equipment qualification. The staff has 
concluded that the licensee ha9 
demonstrated conformance with the 
qualification requirements of 10 CFR 
50.49 (Supplement No. 5 to the LaSalle 
County Station. Units 1 and 2 Safety 
Evaluation Report NUREG-0519, section 
3.11). Precedents have been set 
regarding recently issued operating 
licenses that included November 30. 
1985 qualification deadline. In 
particular, Facility Operating License 
NPF-23 for Byron Station. Unit 1, issued 
subsequent to NPF-18 (LaSalle Unit 2), 
has a November 30,1985 environmental 
qualification deadline. This amendment 
is in accordance with the licensee’s 
application for amendment dated 
January 8,1985. 

Before issuance of the proposed 
license amendment, the Commission 
will have made findings required by the 
Atomic Energy Act of 1954, as amended 
(the Act) and the Commission’s 
regulations. 

The Commission has made a proposed 
determination that the amendment 
request involves no significant hazards 
consideration. Under the Commission s 
regulations in 10 CFR 50.92, this means 
that operation of the facility in 
accordance with the proposed 
amendment would not (1) involve a 
significant increase in the probability or 
consequences of on accident previously 
evaluated; or (2) create the possibility of 
a new or different kind of accident from 
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ary accident previously evaluated; or (3) 
involve a significant reduction in a 
m irgin of safety. 

The licensee, in its letter of January 8. 
1935. stated that the proposed change 
does not involve a significant increase 
in the probability or consequences of an 
accident or other adverse condition over 
previous evaluations; nor create the 
possibility of a new or different kind of 
accident or condition over previous 
evaluations; nor involve a significant 
reduction in a margin of safety. Based 
on the foregoing, the requested 
amendment does not present a 
significant hazard. The Commission has 
provided guidance concerning the 
application of the Standards in 10 CFR 
50.92 by providing certain examples (48 
FR 14870). This amendment request is 
similar to the example of an action 
involving no significant hazards 
consideration which relates to a change 
to nmke the license conform to 
regulations, where the license 
amendment results in very* minor 
changes to facility operations clearly in 
keeping with the regulations. The staff 
has made a significant hazards 
determination and has concluded that 
this amendment request does not result 
in a significant hazards consideration 
becuuse previously submitted JlO’s 
which have addressed the requirements 
of 10 CFR 50.49(i) will remain valid 
through November 30,1985. The 
discussions in these JKTs ensure that 
the plant can be safely operated pending 
completion of equipment qualification. 

The Commission is seeking public 
comments on this proposed 
determination. Any comments received 
within 30 days after the date of 
publication of this notice will be 
' onsulered in making any Tina! 
determination. The Commission will not 
normally make a final determination 
unless it receives a request for a 
hearing. 

Comments should be addressed to the 
Secretary of the Commission. U,S. 
Nurlear Regulatory Commission. 
Washington. D.C. 20555. Attn: Docketing 
an l Service Branch. 

By March 25,1985, the licensee may 
file a request for a hearing with respect 
to issuance of the amendment to the 
•object facility operating license and 
«ny person whose interest may be 
affected by this proceeding and who 
wishes to participate as a party in the 
proceeding must file a written petition 
for leave to intervene. Request for a 
hearing and petitions for leave to 
intervene shall be filed In accordance 
with the Commission's “Rules of 
Practice for Domestic Licensing 
Proceedings’* in 10 CFR Part 2. If a 
request for a hearing or petition for 


leave to intervene is filed by the above 
date, the Commission or an Atomic 
Safety and Licensing Board, designated 
by the Commission or by the Chairman 
of the Atomic Safety and Licensing 
Board Panel will rule on the request 
and/or petition and the Secretary or the 
designated Atomic Safety and Licensing 
Board will issue a notice of hearing or 
an appropriate order. 

As required by 10 CFR 2.714, a 
petition for leave to intervene shall set 
forth with particularity the interest of 
the petitioner in the proceeding, and 
how that interest may be affected by the 
results of the proceeding. The petition 
should specifically explain the reasons 
why intervention should be permitted 
with particular reference to the 
following factors: (1) The nature of the 
petitioner's right under the Act to be 
made a party to the proceeding; (2) the 
nature and extent of the petitioner's 
property, financial, or other interest in 
the proceeding; and (3) the possible 
effect of any order which may be 
entered in the proceeding on the 
petitioner's interest. The petition should 
also identify the specific aspect(s) of the 
subject matter of the proceeding as to 
which petitioner wishes to intervene. 
Any person who has filed a petition for 
leave to intervene or who has been 
admitted as a party may amend the 
petition without requesting leave of the 
Board up to fifteen (15) days prior to the 
first prehearing conference scheduled in 
the proceeding, but such an amended 
petition must satisfy the specificity 
requirements described above. 

Not later than fifteen (15) days prior to 
the first prehearing conference 
scheduled in the proceeding, a petitioner 
shall file a supplement to the petition to 
intervene which must include a list of 
the contentions which are sought to be 
litigated in the matter, and the bases for 
each contention set forth with 
reasonable specificity. Contentions shall 
be limited to matters within the scope of 
the amendment under consideration. A 
petitioner who fails to file such a 
supplement which satisfies these 
requirements with respect to at least one 
contention will not be permitted to 
participate as a party. 

Those permitted to intervene become 

E ies to the proceeding, subject to any 
tations in the order granting leave to 
intervene, and have the opportunity to 
participate fully in the conduct of the 
hearing, including the opportunity to 
present evidence and cross-examine 
witnesses. 

If a hearing is requested, the 
Commission will make a final 
determination on the issue of no 
significant hazards consideration. The 


final determination w, . e to decide 

when the hearing is h« ; 

If the final delermi s that the 

amendment request in’. » s no 
significant hazards consideration, the 
Commission may issue the amendment 
and make it effective, notwithstanding 
the request for a hearing Any hearing 
held would take place * vr issuance of 
the amendment 

If the final determine: -n is that the 
amendment involves a * ^nificant 
hazards consideration, ar.y hearing held 
would take place before the issuance of 
any amendment 

Normally, the Commission will not 
issue the amendment until the 
expiration of the 30-day notice period. 
However, should circumstances change 
during the notice period such that failure 
to act in a timely way would result for 
example, in derating or shutdown of the 
facility, the Commission may issue the 
license amendment before the 
expiration of the 30-day notice period, 
provided that its final determination is 
that the amendment involves no 
significant hazards cor eration. The 

final determination w: risider all 

public and State comr . received. 
Should the Commissi* • e this action, 
it will publish a noth« nance and 
provide for opportun a hearing 
after issuance. The C Mon expects 

that the need to lake • ton will 
occur very infrequen: 

A request for a hea a petition 

for leave to intervene be filed with 
the Secretary of the C ision, U.S. 

Nuclear Regulatory C sion, 

Washington. D.C 205 ention: 

Docketing and Servic h. or may 

be delivered to the C on’s Public 

Document Room. 171 r - et. NW., 
Washington, D.C, by ve date. 

Where petitions are f. mg the last 

ten (10) days of the ik riod, it is 

requested that the pe: promptly so 

inform the Commissi* toll-free 

telephone call to Westi nion at (800| 
325-6000 (in Missouri I * 12-6700). 

The Western Union o; r should be 

given Datagram ldcn: n Number 

3737 and the following age 

addressed to A. Schwe Petitioner’s 

name and telephone n **; date 
petition was mailed, pi. ume: and 
publication date and p- number of 
this Federal Register ru> r. A copy of 
the petition should also sent to the 
Executive Legal Directs J'S. Nuclear 
Regulatory Commission *. aahington. 
D.C. 20555, and to Ubar. ncoln, and 
Burke, Suite 840,1120 C -cticut 
Avenue. NW.. Washing* ; D.C. 20036, 
attorney for the license* 

Nontimely filings of ; ons for leave 
to intervene, amended , .ons. 
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supplemental petitions and/or requests 
for hearing will not he entertained 
absent as a determination by the 
Commission, the presiding officer or the 
Atomic Safety and Licensing Board 
designated to rule on the petition and/or 
request, that the petitioner has made a 
substantial showing of good cause for 
the granting of a late petition and/or 
request. That determination will be 
based upon a balancing of the factors 
specified in 10 CFR 2714(a)(l)(iHv) and 
2.714(d). 

For further details with respect to this 
action, see the application for 
amendment which is available for public 
inspection at the Commission s Public 
Document Room. 1717 H Street. NW., 
Washington. D.C., and at the Public 
Library of Illinois Valley Community 
College, Rural Route No. 1. Ogeisby, 
Illinois 61348. 

Dated at Bethesd*. Maryland, this 19th day 
of February 1965. 

For the Nuclear Regunllory Commlsaion- 

Byron Siegel. 

Acting Chief, Licensing Branch No, Z Division 
of Licensing. 

(FR Doc. 65-4436 Filed 2-21-65: 8:45 am] 
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I Docket No. 50-369) 

Florida Power and Light Company, et 
at., SL Lucie Plant. Unit No. 2 ; 
Environmental Assessment and 
Finding of No Significant Impact 

The U.S. Nuclear Regulatory 
Commission (the Commission) Is 
considering issuance of an amendment 
to Operating License No. NPF-16 to 
Forida Power and Light Company. 
Orlando Utilities Commission of the City 
of Orlando. Florida, and Florida 
Municipal Power Agency (the licensees), 
for St. Lucie Plant. Unit No. 2 located in 
St. Lurie County, Florida. 

Environmental Assessment 

identification of Proposed Action: The 
amendment would consist of a change 
to the TS appended to Facility Operating 
License No. NPF-16 that would allow 
changing the power level at which the 
unit can operate from 2560 Mwt to 2700 
MwL 

The proposed amendment would be 
responsive to the licensee's application 
for amendment dated November 21, 

1964. 

The Need for the Proposed Action: St. 
Lude Plant, Unit No. 2 was designed, 
like its sister unit. St. Lude Plant. Unit 
No. 1. to operate at 2700 Mwt. 
Historically, licensees have applied for 


/ Vol. 50. No. 38 / Friday. February 


their operating licenses at a power "level 
of about 5% below the design power 
level. This is done with an intent to ask 
for the increase to design power after a 
period of operation at the lower level. 

St. Lude 1, with an identical Nuclear 
Steam Supply System, was authorized to 
Increase Its operating power level to 
2700 Mwt in Amendment No. 48 dated 
November 23.1981. 

Environmental Impacts of the 
Proposed Action: The environmental 
impacts of operating St. Lude 2 at 2700 
Mwt were addressed in the Final 
Environmental Statement issued in 
conjunction with the construction permit 
review. The Final Environmental 
Statement was issued in May 1974 and 
was based on operating both units at St. 
Lucie at 2700 Mwl. Since there will be 
no increase in the release of either 
radiological or non-radiological 
substances over those used in the May 
1974 Final Environmental Statement, the 
conclusions in that statement are still 
valid. The Final Environmental 
Statement for the operation of St. Lucie 
2 w as issued in April 1982. The 
assessments found in the April 1982 
statement supplement those described 
in the May 1974 Final Environmental 
Statement. 

The Notice of Consideration of 
Issuance of Amendment and 
Opportunity for Prior Hearing in 
connection with this action was 
published in the Federal Register on 
December 26,1984 (49 FR 50131). Since 
the proposed change involves an 
increase in the operating level from 2560 
Mwt to 2700 Mwt, the Commission did 
not propose to determine that this action 
involved no significant hazards 
considerations. No request for hearing 
or petition for leave to intervene was 
filed following this notice. 

The Commission has reviewed this 
proposed action relative to the 
requirements set forth in 10 CFR Part 51. 
Based upon this review, the Commission 
has concluded that post accident 
radiological releases would not be 
greater than previously determined nor 
doe6 the proposed change otherwise 
effect radiological plant effluents, and 
there is no significant increase in 
occupational exposures. Therefore, the 
Commission concludes that there arc no 
significant radiological environmental 
impacts associated with this proposed 
amendment. 

With regard to potential non- 
radiological impacts, the proposed 
change to the TS involves systems 
located entirely within the restricted 
area as defined in 10 CFR Part 20. It 
docs not affect non-radiological plant 
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effluents and has no other 
environmental impact Therefore, the^ 
Commission concludes that there nre no 
significant non-radiological 
environmental impacts associated with 
the proposed amendment. 

Alternative to the Proposed Action: 
Since we have concluded that there is 
no measureable environmental impact 
associated with the proposed change to 
the TS. any alternatives to this change 
will have either no environmental 
impart or greater environmental impccl 

The principal alternative would be to 
deny the requested amendment. This 
would not reduce environmental 
imparts of plant operation and would 
result In reduced operational flexibility. 

Alternate Use of Resources: This 
action does not involve the use of 
resources not previously considered in 
connection with the N f RC Final 
Environmental Statements issued in 
May 1974 and April 1962 related to this 
facility. 

Agenaes and Persons Consulted: The 
NRC staff reviewed the licensee's 
request end did not consult other 
agencies or persons. 

Finding of No Significant Impact 

The Commission has determined not 
to prepare an environmental impact 
statement for the proposed license 
amendment. 

Based upon the foregoing 
environmental assessment, the 
Commission concludes that the 
proposed action will not have a 
significant effect on the quality of the 
human environment 

For further details with respect to thu 
action, see (1) the application for 
amendment dated November 21,1984. 

(2) the Final Environmental Statement 
(Construction Permit Stage) dated Mny 
1974. ond (3) the Final Environmental 
Statement (Operating License Stage] 
dated April 1982. which are avertable for 
public inspec tion at the Commission's 
Public Document Room. 1717 H Street. 
NW.. Washington, D.C.. and at the 
Indian River {unior College Library. 3209 
Virginia Avenue, Fort Pierce. Florida 

Ddtt*d fit Bt’lhrsda. Mary land this 15th day 
of February 1965. 

For the Nuclear Regulatory Commission 
Gua C. Durum, 

Assistant Director for Operating Reactors. 
Division of Licensing. 

(FR Doc. 65-4435 Filed 2-21-65; 6:45 uni) 
BILLING COOC 75*0-01-* 
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[Docket No. 50-MS] 

Pennsylvania Power & Light Co.; 
Consideration of Issuance of 
Amendment to Facility Operating 
License and Propose No Significant 
Hazards Consideration Determination 
and Opportunity for Hearing 

The U.S. Nuclear Regulatory 
Commission (the Commission) is 
considering issuance of an amendment 
to Facility Operating License No. NPF- 
21 . issued to Pennsylvania Power A 
Light Company (the licensee), for 
operation of the Susquehanna Steam 
Electric Station, Unit 2 located in 
Lucerne County, Pennsylvania. 

The proposed amendment is to revise 
License Condition 2.C,(7) of Facility 
Operating License NPF-22 to 
incorporate a November 30,1985 
deadline for the environmental 
qualification of certain safety-related 
electrical equipment. Section 50 49(i) of 
the Commission's Regulation, which is 
applicable to the Susquehanna Steam 
F.lectric Station, Unit 2, does not require 
the March 31,1985 deadline currently in 
the license. The licensee in their letter of 
January 30.1985 stated that the 
equipment for which qualification will 
not be completed by March 31,1985 can 
be divided into two categories: (1) 
equipment for which testing will not be 
completed, and (2) equipment for which 
modification is required in order to 
satisfy qualification requirements. 

Specifically an extension up to 
November 30,1985 is being requested 
for the following items: 

1 Conduit Seals; 

2. Silicon Rubber Insulated Cable; 

3. Anaconda NSIS FR-EP Cable; 

4 SGTS Radiation Monitors: 

5, PDSL Switches in Common Plenum 

6 Solenoid Valve SV-22651; 

7. Sensor and Converter D12- 
N017AAD; and 

8 Differential Pressure Switch 

PDSL07544A.B. 

For the above items, the licensee has 
previously submitted and iterated again 
in their letter of January 30,1985, the 
justification for Interim Operation 
UlO s) which have addressed the 
requirements of 10 CFR 50.49 and will 
remain valid through November 30.1985. 
The discussion of these JIO's insure that 
the plant can be safely operated pending 
completion of equipment qualification. 
The staff has concluded that the 
licensee has demonstrated conformance 
Hith the qualification requirements of 10 
CFR 50.49 (Supplement No. 8 to 
Susquehanna Steam Electric Station, 
Units 1 A 2 Safety Evaluation Report, 
^UREC-0776, sections 3.11). Precedents 
have been set regarding recently issued 


operated licenses that included 
November 30,1985 qualification 
deadline. In particular. Facility 
Operating License NPF-23 for Byron 
Station. Unit 1, issued subsequent to 
NPF-22 (Susquehanna. Unit 2). has a 
November 30,1965 environmental 
qualification deadline. 

Before issuance of the proposed 
license amendment, the Commission 
will have made findings required by the 
Atomic Energy Act of 1954, as amended 
(the Act) and the Commission's 
regulations. 

The Commission has made a proposed 
determination that the amendment 
request involves no significant hazards 
consideration. Under the Commission's 
regulations in 10 CFR 50.92, this means 
that operation of the facility in 
accordance with the proposed 
amendment would not (1) involve a 
significant increase in the probability of 
consequences of an accident previously 
evaluated; or (2) create the possibility of 
a new or different kind of accident from 
any accident previously evalutcd; or (3) 
involve a significant reduction in a 
margin of safety. 

The Commission has provided 
guidance concerning the application of 
the Standards in 10 CFR 50.92 by 
providing certain examples (46 FR 
14870). This amendment request is 
similar to example (vii) of amendments 
that are not likely to involve significant 
hazards considerations. Specifically, 
example (vii) relates to a change to 
make the license conform to changes in 
the regulations, where the license 
amendment results in very minor 
changes to facility operations clearly in 
keeping with the regulations. Since 
previously submitted JIO’s which have 
addressed the requirements of 10 CFR 
50.l49(i) ensure that the plant can be 
safely operated pending completion of 
equipment qualification and will remain 
valid through November 30,1985. and 
because this amendment request is 
similar to example (vii), the staff has 
concluded that this amendment request 
does not result in a significant hazards 
consideration. 

The Commission is seeking public 
comments on this proposed 
determination. Any comments received 
within 30 days after the date of 
publication of this notice will be 
considered in making any final 
determination. The Commission will not 
normally make a final determination 
unless it receives a request for a 
hearing. 

Comments should be addressed to the 
Secretary of the Commission, U.S. 
Nuclear Regulatory Commission. 
Washington. D.C. 20555. ATTN: 
Docketing and Service Branch. 


By March 25,1985, the licensee may 
file a request for a hearing with respect 
to issuance of the amendment to the 
subject facility operating license and 
any person whose interest may be 
affected by this proceeding and who 
wishes to participate as a party in the 
proceeding must file a written petition 
for leave to intervene. Request for a 
hearing and petitions for leave to 
intevene shall be filed in accordance 
with the Commission's "Rules of 
Practice for Domestic Licensing 
Proceedings" in 10 CFR Part 2. If a 
request for a hearing or petition for 
leave to intervene is filed by the above 
date, the Commission or an Atomic 
Safety and Licensing Board, designated 
by the Commission or by the Chairman 
of the Atomic Safety and Licensing 
Board Panel, will rule on the request 
and/or petition and the Secretary or the 
designated Atomic Safety and Licensing 
Board will issue a notice of hearing or 
an appropriate order. 

As required by 10 CFR 2.714. a 
petition for leave to intervene shall set 
forth with particularity the interest of 
the petitioner in the proceeding, and 
how that interest may be affected by the 
results of the proceeding. The petition 
should specifically explain the reasons 
why intervention should be permitted 
with particular reference to the 
following factors: (1) The nature of the 
petitioner's right under the Act to be 
made a party to the proceeding; (2) the 
nature and extent of the petitioner's 
property, financial, or other interest in 
the proceeding; and (3) the possible 
effect of any order which may be 
entered in the proceeding on the 
petitioner's interest. The petition should 
also identify the specific 8spect(s) of the 
subject matter of the proceeding as to 
which petitioner wishes to intervene. 
Any person who has filed a petition for 
leave to intervene or who has been 
admitted as a party may amend the 
petition without requesting leave of the 
Board up to fifteen (15) days prior to the 
first prehearing conference scheduled in 
the proceeding, but such an amended 
petition must satisfy the specificity 
requirements described above. 

Not later than fifteen (15) days prior to 
the first prehearing conference 
scheduled in the proceeding, a petitioner 
shall file a supplement to the petition to 
intervene which must include a list of 
the contentions which are sought to be 
litigated in the matter, and the bases for 
each contention set forth with 
reasonable specificity. Contentions shall 
be limited to matters within the scope of 
the amendment under consideration. A 
petitioner who fails to file such a 
supplement which satisfies these 
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requirements with respect to at least one 
contention will not be permitted to 
participate as a party. 

Those permitted to intervene become 
parties to the proceeding, subject to any 
limitations in the order granting leave to 
intervene, and have the opportunity to 
participate fully in the conduct of the 
hearing, including the opportunity to 
present evidence and cross-examine 
witnesses. 

If a hearing is requested, the 
Commission will make a final 
determination on the issue of no 
significant hazards consideration. The 
final determination will serve to decide 
when the hearing is held. 

If the final determination is that the 
amendment request involves no 
significant hazards consideration, the 
Commission may issue the amendment 
and make it effective, notwithstanding 
the request for a hearing. Any hearing 
held would take place after issuance of 
the amendment. 

If the final determination is that the 
amendment involves a significant 
hazards consideration, any hearing held 
would take place before the issuance of 
any amendment. 

Normally, the Commission will not 
issue the amendment until the 
expiration of the 30-day notice period. 
However, should circumstances change 
during the notice period such that failure 
to act in a timely way would result, for 
example, in derating or shutdown of the 
facility, the Commission may issue the 
license amendment before the 
expiration of the 30-day notice period, 
provided that its final determination is 
that the amendment involves no 
significant hazards consideration. The 
final determination will consider all 
public and State comments received. 
Should the Commission take Ibis action, 
it will publish a notice of issuance and 
provide for opportunity for a hearing 
after issuance. The Commission expects 
that the need to take this action will 
occur very infrequently. 

A request for a hearing or a petition 
for leave to Intervene must be filed with 
the Secretary of the Commission. U.S. 
Nuclear Regulatory Commission. 
Washington. D C. 20555. Attention: 
Docketing and Service Branch, or may 
be delivered to the Commission's Public 
Document Room. 1717l! Street. NW.. 
Washington, D.C, by the above date. 
Where petitions are filed during the last 
ten (10) days of the notice period, it is 
requested that the petitioner promptly so 
inform the Commission by a toll-free 
telephone call to Western Union at (800) 
325-6000 (in Missouri (800) 342-6700). 

The Western Union operator should be 
given Datagram Identification Number 
3737 and the following message 


addressed to A. Schwencer petitioner's 
name and telephone number, date 
petition was mailed: plant name: and 
publication date and page number of 
this Federal Register notice. A copy of 
the petition should also be sent to the 
Executive Legal Director. U.S. Nuclear 
Regulatory Commission. Washington, 
D.C. 20555, and to Jay Siiberg. Esquire, 
Shaw. Pittman, Potts 8 Trowbridge. 1800 
M Street, Washington. D C. 20036, 
attorney for the licensee. 

Nontimely filings of petitions for lcove 
to invervene, amended petitions, 
supplemental petitions and/or requests 
for hearing will not be entertained 
absent a determination by the 
Commission, the presiding officer or the 
Atomic Safety and Licensing Board 
designated to rule on the petition and/or 
request, that the petitioner has made a 
substantial showing of good cause for 
the granting of a late petition and/or 
request That determination will be 
baaed upon a balancing of the factors 
specified in 10 CFR 2.714(a)(l)(iHv) and 
2.714(d). 

For further details with respect to this 
action, see the application for 
amendment which is available for public 
inspection at the Commission's Public 
Document Room. 1717 H Street, NW- 
Washington, D.C. and at the Osterhout 
Free Library, Reference Department. 71 
South Franklin Street. Wilkes-Barre, 
Pennsylvania 18701. 

Dated at Bethel a. Maryland, this 19lh day 
of February 1965. 

For the Nuclear Regulatory Commission. 

Byron Siegel 

Acting Chief, Licensing Branch No, Z Division 
of Licensing. 

|FR Doc. 85-1432 Filed 2-21-65; 8:45 am| 

WLLWO COOt TWO-tt-M 


(Docket No. 50-397J 

Washington Public Power Supply 
System; Consideration of Issuance of 
Amendment to Facility Operating 
License and Proposed No Significant 
Hazards Consideration Determination 
and Opportunity for Hearing 

The U.S. Nuclear Regulatory 
Commission (the Commission) is 
considering issuance of an amendment 
to Facility Operating License No. NPF- 
21. issued to Washington Public Power 
Supply System (the licensee), for 
operation of the WNP-2 located In 
Richland. Washington. 

The purpose of the proposed 
amendment request is to revise License 
Condition 2.C.(16), Attachment 2. Item 
3(b) of Facility Operating License NPF- 
21 to incorporate a change in deadline 
for the Regulatory Guide 1.97. Rev. 2 


implementation requirements. The 
revised license condition will read as 
follows: "The licensee shall implement 
(installation or upgrade) requirements of 
Regulatory Guide 1.97, Rev. 2 for flux 
monitoring prior to startup following the 
first refueling outage." The licensee in a 
letter dated August 3,1983, requested to 
defer installation of qualified source 
range monitors (SRM's) until first 
refueling. The basis was that qualified 
replacements for the existing SRM’s did 
not then exist in the industry, and that a 
delay would allow sufficient time to 
complete qualification of one of several 
designs being developed at the time. Al 
the time of licensing in December, 1983, 
the staff approved a fifleen month 
deferral, to March 31,1985. Instead of 
the first refueling outage because. In 
part that was the goal for final 
environmental qualification of electric a) 
equipment for operating reactors. 

The staff recognizes that 
environmental qualification of SRM’s 
has required an industry research and 
development program, and has allowed 
delays in meeting the Commission's 
requirements on this basis. The 
licensee's previously-submitted 
Justification for Interim Operation (JIO) 
for this equipment remains valid and. in 
the staffs view, assures safe operation 
pending installation of a qualified SRM 
Before issuance of the proposed 
license amendment, the Commission 
will have made finding required by the 
Atomic Energy Act of 1985. as amended 
(the Act) and the Commission's 
regulations. 

The Commission has made a proposed 
determination that the amendment 
request Involves no significant hazard* 
consideration. Under the Commissions 
regulations in 10 CFR 50.92, this means 
that operation of the facility in 
accordance with the proposed 
amendment would not (1) involve a 
significant increase in the probability or 
consequences of an accident previously 
evaluated; or (2) create the possibility of 
a new or different kind of accident from 
any accident previously evaluated: or (3) 
involve a significant reduction in o 
margin of safety. 

Hie licensee, In its letter of January 
11.1985, stated that the proposed change 
does not involve a significant increase 
in the probability or consequences of an 
accident or other adverse condition over 
previous evaluations; nor create the 
possibility of a new or different kind of 
accident or condition over previous 
evaluation: nor involve a significant 
reduction in a margin of safety. The 
Commission has provided guidance 
concerning the application of the 
Standards in 10 CFR 50.92 by providing 
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certain examples (48 FR 14870). This 
amendment request is similar to the 
example of an action involving no 
significant hazards consideration which 
relates to a change to make the license 
conform to regulations, where the 
license amendment results in very minor 
change* to facility operations clearly in 
kf eping with the regulations. The staff 
has made a significant hazards 
determination and has concluded that 
this amendment request does not result 
in a significant hazards consideration 
h< cause previously submitted ]IO which 
•ddressed the analysis requirements of 
10 CFR 50.49(») will remain valid through 
first refueling outage. On this basis the 
st iff concludes that the plant can be 
safely operated pending installation of 
qualified SRM’s. 

The Commission is seeking public 
comments on this proposed 
determination. Any comments received 
within 30 days after the date of 
publication of this notice will be 
considered in making any final 
determination. The Commission will not 
normally make a final determination 
unless it receives a request for a 
hearing. 

Comments should be addressed to the 
Secretary of the Commission. U.S. 
Nuclear Regulatory Commission. 
Washington. D.C. 20555, Attn: Docketing 
and Service Branch. 

By March 25.1985, the licensee may 
file a request for a hearing with respect 
to issuance of the amendment to the 
subject facility operating license and 
ar.v person whose interest may be 
affected by this proceeding and who 
wiishes to participate as a party In the 
proceeding must file a written petition 
for leave to intervene. Request for a 
hearing and petitions for leave to 
intervene shall be filed in accordance 
with the Commission's "Rules of 
Practice for Domestic Licensing 
Proceedings” in 10 CFR Part 2. If a 
request for a hearing or petition for 
leave to intervene is filed by the above 
date, the Commission or an Atomic 
Safety and Licensing Board, designated 
by the Commission or by the Chairman 
of the Atomic Safety and Licensing 
Board Panel, will rule on the request 
and/or petition and the Secretary or the 
designated Atomic Safety and Licensing 
Board will issue a notice of hearing or 
on appropriate order. 

As required by 10 CFR 2.714. a 
petition for leave to intervene shall set 
forth with particularity the Interest of 
the petitioner in the proceeding, and 
How that interest may be affected by the 
results of the proceeding. The petition 
should specifically explain the reasons 
*hy intervention should be permitted 
with particular reference to the 


following factors: (1) The nature of the 
petitioner's right under the Act to be 
made a party to the proceeding; (2) the 
nature and extent of the petitioner's 
property, financial, or other interest in 
the proceeding; and (3) the possible 
effect of any order which may be 
entered in the proceeding on the 
petitioner's interest. The petition should 
also identify the specific aspect(s) of the 
subject matter of the proceeding as to 
which petitioner wishes to intervene. 
Any person who has filed a petition for 
leave to intervene or who has been 
admitted as a party may amend the 
petition without requesting leave of the 
Board up to fifteen (15) days prior to the 
first prehearing conference scheduled in 
the proceeding, but such an amended 
petition must satisfy the specificity 
requirements described above. 

Not later than fifteen (15) days prior to 
the first prehearing conference 
scheduled in the proceeding, a petitioner 
shall file a supplement to the petition to 
intervene which must Include a list of 
the contentions which are sought to be 
litigated in the matter, and the bases for 
each contention set forth with 
reasonable specificity. Contentions shall 
be limited to matters within the scope of 
the amendment under consideration. A # 
petitioner who fails to file such a 
supplement which satifies these 
requirements with respect to at least one 
contention will not be permitted to 
participate as a party. 

Those permitted to intervene become 
parties to the proceeding, subject to any 
limitations in the order granting leave to 
•intervene, and have the opportunity to 
participate fully in the conduct of the 
hearing, including the opportunity to 
present evidence and cross-examine 
witnesses. 

If a hearing is requested, the 
Commission will make a final 
determination on the issue of no 
significant hazards consideration. The 
final determination will serve to decide 
when the hearing is held. 

If the final determination is that the 
amendment request involves no 
significant hazards consideration, the 
Commission may issue the amendment 
and make it effective, notwithstanding 
the request for a hearing. Any hearing 
held would take place after issuance of 
the amendment. 

If the final determination is that the 
amendment involves a significant 
hazards consideration, any hearing held 
would take place before the issuance of 
any amendment. 

Normally, the Commission will not 
issue the amendment until the 
expiration of the 30-day notice period. 
However, should circumstances change 
during the notice period such that failure 


to act in a timely way would result, for 
example, in derating or shutdown of the 
facility, the Commission may issue the 
license amendment before the 
expiration of the 30-day notice period, 
provided that its final determination is 
that the amendment involves no 
significant hazards consideration. The 
final determination will consider all 
public and State comments received. 
Should the Commission take this action, 
it w ill publish a notice of issuance and 
provide for opportunity for a hearing 
after issuance. The Commission expects 
that the need to take this action will 
occur very infrequently. 

A request for a hearing or a petition 
for leave to intervene must be filed with 
the Secretary of the Commission. U S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555, Attention: 
Docketing and Service Branch, or may 
be delivered to the Commission's Public 
Document Room. 1717 H Street. NW.. 
Washington. D.C.. by the above date. 
Where petitions are filed during the last 
ten (10) days of the notice period, it is 
requested that the petitioner promptly so 
inform the Commission by a toll-free 
telephone call to Western Union at (800) 
325-0000 (In Missouri (800) 342-6700). 

The Western Union operator should be 
given Datagram Identification Number 
3737 and the following message 
addressed to A. Schwenccr: petitioner's 
name and telephone number, date 
petition was mailed; plant name; and 
publication date and page number of 
this Federal Register notice. A copy of 
the petition should also be sent to the 
Executive Legal Director, U.S. Nuclear 
Regulatory Commission. Washington. 
D.C. 20555, and to Nicholas Reynolds; 
Bishop. Cook. Liberman. Purcell and 
Reynolds. 1200 Seventeenth Street NW„ 
Washington, D.C. 20036. attorney for the 
licensee. 

Nontimely filings of petitions for leave 
to intervene, amended petitions, 
supplemental petitions and/or requests 
for hearing will not be entertained 
absent a determination by the 
Commission, the presiding officer or the 
Atomic Safety and Licensing Board 
designated to rule on the petition and/or 
request, that the petitioner has made a 
substantial showing of good cause for 
the granting of a late petition and/or 
request. That determination will be 
based upon a balancing of the factors 
specified in 10 CFR 2.714(a)(l)(iHv) and 
2.714(d). 

For further details with respect to this 
action, see the application for 
amendment which is available for public 
inspection at the Commission's Public 
Document Room, 1717 H Street, NW., 
Washington. D.C. and at the Richland 
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City Library. Swift and Northgate 
Streets, Richland. Washington. 

Dated at Bethesda. Maryland, this 19th day 
of February 1985. 

For the Nuclear Regulatory Commission. 

Byron Siegel, 

Acting Chief. Licensing Branch No. 1 Division 
of Licensing. 

|FR Doc. 85-4431 Filed 2-21-85: 8:45 am] 

BILLING COO€ 7SSO-01-* 


(Docket No. 50-397) 

Washington Public Power Supply 
System; Consideration of Issuance of 
Amendment to Facility Operating 
License and Proposed No Significant 
Hazards Consideration Determination 
and Opportunity for Hearing 

The U.S. Nuclear Regulatory 
Commission (the Commission) is 
considering issuance of an amendment 
to Facility Operating License No. NPF- 
21. issued to Washington Public Power 
Supply System (the licensee), for 
operation of the WNP-2 located In 
Richland, Washington. 

The purpose of the proposed 
amendment request is to revise License 
Condition 2.C.(28) of Facility Operating 
License NPF-21 to incorporate a 
November 30,1985 deadline for the 
environmental qualification of safety* 
related electrical equipment. The 
licensee in their letter of January 17, 

1985 stated that due to recent design 
changes, delays in procurement, test 
complications, and Installation 
problems, environment qualification for 
certain equipment will not be completed 
by March 31,1985. Specifically, an 
extension is being requested for the 
following items: 

1. Level Transmitters: MS-LITS-20A, 
26B, 26C. and 2SD; 

2. Solenoid Valves: PSR-V-X77A/1 
and -X77A/3; 

3. Remote Manual Switch: RRA-RMS- 
FN/1.-FN/2 and -FN/3; 

4. Electro/Pneumatic Converters: 
REA-E/P-1A and -lB; 

5. Pressure Switch: LPCS-PIS-1; 

8. Motor Operator. RCIOMO-V/63; 

7. Motor Operator. RCl-MO-V/l; 

8. Valve CLA-V-39A; and 

9. LPRM Detectors and Connectors. 

For the above items, the licensee has 

previously submitted or has provided 
justification of Interim Operation (JlO's), 
which have addressed the requirements 
of 10 CFR 50.49. The staff has reviewed 
these JlO’s and agrees with the licensee' 
assertion that they will support 
continued operation pending completion 
of environmental qualification. In 
addition, the licensee has indicated that 
the qualification requirements of certain 


equipment in the Reactor Core Isolation 
Cooling System will not be completed 
by March 31.1985. The licensee plans to 
complete the qualification of all 
equipment in accordance with the 
requirements of $ 50.49 during the 
scheduled outage starting April. 1985 but 
no later than November 30,1985. 

Before issuance of the proposed 
license amendment, the Commission 
will have made findings required by the 
Atomic Energy Act of 1954, as amended 
(the Act) and the Commission's 
regulations. 

The Commission has made a proposed 
determination that the amendment 
request involves no significant hazards 
consideration. Under the Commission's 
regulations in 10 CFR 50.92. this means 
that operation of the facility in 
accordance with the proposed 
amendment would not (1) involve a 
significant increase in the probability or 
consequences of an accident previously 
evaluated: or (2) create the possibility of 
a new or different kind of accident from 
any accident previously evaluated; or (3) 
involve a significant reduction in a 
margin of safety. 

The licensee, in his letter of January 
17.1985. stated that the proposed change 
does not involve a significant increase 
in the probability or consequences of an 
accident or other adverse condition over 
previous evaluations; nor create the 
possibility of new or different kind of 
accident or condition over previous 
evaluations; nor involve a significant 
reduction in a margin of safety. The 
Commission has provided guidance 
concerning the application of the 
standards in 10 CFR 50.92 by providing 
certain examples (48 FR 14870). This 
amendment request is similar to the 
example of an action Involving no 
significant hazards consideration which 
relates to a change to make the Ifcense 
conform to regulations, where the 
license amendment results in very minor 
changes to facility operations clearly in 
keeping with the regulations. The staff 
has made a significant hazards 
determination and has concluded that 
this amendment request does not result 
in a significant hazards consideration 
because previously submitted JlO's and 
the additional information provided in 
the January 17.1985 letter, which have 
addressed the requirements of 10 CFR 
50.49(i) will remain valid through 
November 30,1985. 

The Commission is seeking public 
comments on this proposed 
determination. Any comments received 
within 30 days after the date of 
publication of this notice will be 
considered in making any final 
determination. The Commission will not 
normally make a final determination 


unless it receives a request for a 
hearing. 

Comments should be addressed to the 
Secretary of the Commission. U.S. 
Nuclear Regulatory Commission. 
Washington. D.C. 20555. Attn: Docketing 
and Service Branch. 

By March 25.1985, the licensee may 
file a request for a hearing with respect 
to issuance of the amendment to the 
subject facility operating license and 
any person whose interest may be 
affected by this proceeding and who 
wishes to praticipate as a party in the 
proceeding must file a written petition 
for leave to intervene. Request for a 
hearing and petitions for leave to 
intervene shall be filed in accordance 
with the Commission's "Rules of 
Practice for Domestic Licensing 
Proceedings" in 10 CFR Part 2. If a 
request for a hearing or petition for 
leave to intervene is filed by the above 
date, the Commission or an Atomic 
Safety and Licensing Board, designated 
by the Commission or by the Chairman 
of the Atomic Safety and licensing 
Board Panel, will rule on the request 
and/or petition and the Secretary or the 
designated Atomic Safety and Licensing 
Board will issue a notice of hearing or 
an appropriate order. 

As required by 10 CFR 2.714. a 
petition for leave to intervene shall set 
forth with particularity the interest of 
the petitioner in the proceeding, and 
how that interest may be affected by the 
results of the proceeding. The petition 
should specifically explain the reasons 
why intervention should be permitted 
with particular reference to the 
following factors: (1) The nature of the 
petitioner's right under the Act to be 
made a party to the proceeding; (2) the 
nature and extent of the petitioner's 
property, financial, or other interest in 
the proceeding: and (3) the possible 
effect of any order which may be 
entered in the proceeding on the 
petitioner's interest. The petition should 
also identify the specific aspect(s) of the 
subject matter of the proceeding as to 
which petitioner wishes to intervene. 
Any person who has filed a petition for 
leave to intervene or who has been 
admitted as a party may amend the 
petition without requesting leave of the 
Board up to fifteen (15) days prior to the 
first prehearing conference scheduled in 
the proceeding, but such an amended 
petition must satisfy the specificity 
requirements described above. 

Not later than fifteen (15) days prior to 
the first prehearing conference 
scheduled in the proceeding, a petitioner 
shall file a supplement ot the petition to 
intervene which must include a list of 
the contentions which are sought to be 
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litigated in the matter, and the bases for 
e*rh contention set forth with 
msonable specificity, Contentions shall 
be limited to matters within the scope of 
th* amendment under consideration, A 
petitioner who fails to file such a 
supplement which satisfies these 
requirements with respect to at least one 
contention will not be permitted to 
participate as a party. 

1 hose permitted to intervene become 
pur ties to the proceeding, subject to any 
limitations in the order granting leave to 
inurvene, and have the opportunity to 
participate fully in the conduct of the 
hv .ring, including the opportunity to 
present evidence and cross-examine 
v\ nesses. 

If a hearing is requested, the 
C;imission will make a final 
d* rmination on the issue of no 
»Lnificant hazards consideration. The 
final determination will serve to decide 
when the hearing is held. 

If the final determination is that the 
an i ndment request involves no 
significant hazards consideration, the 
0 :n mission may issue the amendment 
•md make it effective, notwithstanding 
the request for a hearing. Any hearing 
held would take place after issuance of 
the imendmenL 

If the final determination is that the 
amendment involves a significant 
hazards consideration, any hearing held 
would take place before the issuance of 
any amendment. 

Normally, the Commission will not 
issue the amendment until the 
expiration of the 30-day notice period. 
However, should circumstances change 
during the notice period such that failure 
to act in a timely way would result, for 
example, in derating or shutdown of the 
facility, the Commission may issue the 
license amendment before the 
( xpsration of the 30-day notice period, 
provided that its final determination is 
that the amendment involves no 
significant hazards consideration. The 
final determination will consider all 
public and State comments received. 
Should the Commission take this action, 
it w ill publish a notice of issuance and 
provide for opportunity for a hearing 
•iftcr issuance. The Commission expects 
that the need to take this action w ill 
occur very infrequently. 

A request for a hearing or a petition 
for leave to intervene must be filed with 
the Secretary of the Commission. U.S. 
Nuclear Regulatory Commission. 
Washington. D.C. 20555, Attention: 
pocketing and Service Branch, or may 
t* delivered to the Commission's Public 
Document Room. 1717 H Street, NW.. 
Washington. D.C., by the above date. 
Where petitions arc filed during the last 
jio) days of the notice period, it is 


requested that the petitioner promptly so 
inform the Commission by a toll-free 
telephone call to Western Union at (800) 
325-6000 (In Missouri (800) 342-6700). 
The Western Union operator should be 
given Datagram identification Number 
3737 and the following message 
addressed to A. Schwencer. petitioner’s 
name and telephone number, date 
petition was mailed: plant name; and 
publication date and page number of 
this Federal Register notice. A copy of 
the petition should also be sent to the 
Executive Legal Director, U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, and to Nicholas Reynolds, 
Bishop, Cook. Liberman, Purcell, and 
Reynolds. 1200 Seventeenth Street, NW.. 
Washington. D.C. 20036. attorney for the 
licensee. 

Nontimely filings of petitions for leave 
to intervene, amended petitions, 
supplemental petitions and/or requests 
for hearing will not be entertained 
absent a determination by the 
Commission, the presiding officer or the 
Atomic Safety and Licensing Board 
designated to rule on the petition and/or 
request, that the petitioner has made a 
substantial showing of good cause for 
the granting of a late petition and/or 
request. That determination will be 
based upon a balancing of the factors 
specified in 10 CFR 2.714(a)(l)(iHv) and 
2.714(d). 

For further details with respect to this 
action, see the application for 
amendment which is available for public 
inspection at the Commission’s Public 
Document Room, 1717 H Street, NW., 
Washington, D.C.. and at the Richland 
City Library. Swift and Norlhgate Street 
Richland, Washington, last ten (10) days 
of the notice period, it is requested that 
the petitioner promptly so inform the 
Commission by a toll-free telephone call 
to Western Union at (800) 325-6000 (in 
Missouri (800) 342-6700). The Western 
Union operator should be given 
Datagram identification Number 3737 
and the following message addressed to 
A. Schwencer petitioner’s name and 
telephone number; date petition was 
mailed; plant name; and publication 
date and page number of this Federal 
Register notice. A copy of the petition 
should also be sent to the Executive 
Legal Director, U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555, 
and to Nicholas Reynolds. Bishop, Cook. 
Liberman. Purcell, and Reynolds. 1200 
Seventeenth Street. NW.. Washington. 
D.C. 20036, attorney for the licensee. 

Dated at Bethesda. Maryland, this 19th day 
of February 1985 


For the Nuclear Regulatory Commission. 
Byron Siegel 

Act:rig Chief, Licensing Branch No. Z Division 
of Licensing. 

JFR Doc. 85-4433 Filed 2-21-65: 8:45 am) 

BILLING CODE 7&90-01-M 


PACIFIC NORTHWEST ELECTRIC 
POWER AND CONSERVATION 
PLANNING COUNCIL 

State Agency Advisory Committee; 
Meeting 

agency: State Agency Advisory 
Committee of the Pacific Northwest 
Electric Power and Conservation 
Planning Council (Northwest Power 
Planning Council). 

action: Notice of meeting to be held 
pursuant to the Federal Advisory 
Committee Act. 5 U.S.C. Appendix I, 
1-4. Activities will include: 

• Outline of Intertie Access Policy. 

• Planning Assumptions WNP-l and 
—3. 

• Preliminary Load Forecasts. 

• Hand-out Most Current Issue 
Papers. 

Status: Open. 

summary: The Northwest Power 
Planning Council hereby announces a 
forthcoming meeting of its State Agency 
Advisory Committee. 
oath Thursday. February 14,1985. 9:00 
a.m. 

address: The meeting will be held at 
the Council Conference Room at 850 
SW. Broadway: Suite 1100, Portland, 
Oregon. 

FOR FURTHER INFORMATION CONTACT: 

Jim Litchfield, (503) 222-5161. 

Edw ard Sheets, 

Executive Director. 

(FR Doc. 85-4374 Filed 2-21-85; 8:45 om| 

BILL IMG COOC 0000-00-41 


SECURITIES AND EXCHANGE 
COMMISSION 

! Release No. IC-14370 (File No. $12-5561)1 

Application and Opportunity for 
Hearing; Legg Mason Tax-Exempt 
Trust Inc. 

February 12,1985. 

Notice is hereby given that Legg 
Mason Tax-Exempt Trust. Inc. 
("Applicant"). 7 East Redwood Street. 
Baltimore. MD 21202, registered under 
the Investment Company Act of 1940 
("Act") as an open-end. diversified, 
management investment company, filed 
an application on May 25.1983. and 
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amendments thereto on May 14.1984. 
and January 11.1985. requesting an 
order of the Commission, pursuant to 
Section 6(c) of the Act. exempting 
Applicant from the provisions of Section 
12(d)(3) of the Act to the extent 
necessary to permit Applicant to acquire 
rights to sell it portfolio securities to 
brokers or dealers ("Stand-by 
Commitments") and from the provisions 
of Section 2(a)(41) of the Act and Rules 
2a-4 and 22c-l thereunder to the extent 
necessary to permit Applicant to value 
such commitments in the manner 
described in the application. All 
interested persons are referred to the 
application on file with the Commission 
for a statement of the representations 
contained therein, which are 
summarized below, and to the Act and 
the Rules thereunder for the complete 
text of the relevant provisions. 

Applicant, states that it a no-load 
fund whose investment objectives are to 
provide investors with maximum current 
income exempt from federal income tax, 
to maintain liquidity, and to preserve 
capital. Applicant also states that it 
currently offers shares in a single 
investment portfolio which invests 
primarily in short-term, high quality 
municipal securities, the interest on 
which is exempt from federal income 
tax ("Municipal Securities*'). Applicant 
intends to attempt to maintain a 
constant net asset value of $ 1.00 for 
each of its shares in reliance on Rule 2a- 
7 under the Act. 

Applicant states that it is authorized 
to purchase Stand-by Commitments 
which give the Applicant a right to sell 
the principal amount of Municipal 
Securities it has purchased from a 
dealer or other financial institution back 
to the seller, at the Fund's option, at a 
specified price. Applicant represents 
that it intends to acquire Stand-by 
Commitments solely to facilitate 
portfolio liquidity. Applicant represents 
further that it offers its shareholders 
daily liquidity by ordinarily providing 
immediately available funds upon 
redemption of shares by an investor. 

According to the application, the 
Stand-by Commitments will have the 
following features: (1) They will be in 
WTiting and will be physically held by 
the Applicant s custodian: (2) they may 
be exercisable by Applicant at any time 
or during specified periods prior to the 
underlying security’s maturity: (3) they 
will be entered into only with banks, 
broker-dealers and other persons which 
in the investment adviser’s opinion 
present a minimal risk of default: (4) 
Applicant’s right to exercise them will 
be unconditional and unqualified: (5) 
although they may not be transferable. 


municipal obligations purchased subject 
to the commitments could be sold to a 
third party at any time, even though the 
commitment was outstanding: and (6) 
their exercise price will be (i) 
Applicant's acquisition cost of the 
municipal obligations which are subject 
to the commitment (exluding any 
accrured interest which Applicant paid 
on their acquisition), less any amortized 
market premium or plus any amortized 
market or original issue discount during 
the period Applicant owned the 
securities, plus (ii) all interest accrued 
on the securities since the last interest 
payment date during the period the 
securities were owned by Applicant. 

According to the application, because 
Applicant values its municipal 
obligations on an amortized cost basis, 
the amount payable under a Stand-by 
Commitment will be equal to the value 
of the underlying security. Applicant 
submits that there is little risk of an 
event occuring which would make the 
amortized cost valuation of its portfolio 
securities inappropriate: however, in 
that event. Applicant expects that it may 
refrain from exercising the Stand-by 
Commitments to avoid imposing a loss 
on a dealer and jeopardizing Applicant's 
business relationship with that dealer. 

If necessary and advisable. Applicant 
proposes to pay for Stand-by 
Commitments, either separately in cash 
or by paying a higher price for portfolio 
securities which are acquired subject to 
the commitment. Applicant represents 
that the total amount paid in either 
manner for outstanding Stand-by 
Commitments held in its portfolio will 
not exceed V* of 1% of the value of its 
total assets calculated immediately after 
any Stand-by Commitment is acquired. 
Applicant states that the proposed 
acquisition of Stand-by Commitments 
will not affect Applicant’s net asset 
value per share for purposes of sales 
and redemptions, but rather will 
improve its liquidity and ability to pay 
redemption proceeds. Applicant states 
further that it will value the Stand-by 
Commitments at zero, regardless of 
whether any direct or indirect 
consideration has been paid: however, if 
Applicant has paid for a Stand-by 
Commitment, its cost will be reflected as 
unrealized depreciation for the period 
during which it is held. 

Applicant asserts that the acquisition 
of Stand-by Commitments will not 
meaningfully expose its assets to the 
entrepreneurial risks of the investment 
banking business. Applicant submits 
that its relationship with the dealer will 
be comparable to a fully collateralized 
broker-dealer repurchase agreement or 
security loan. Applicant further asserts 


that, while the failure of a broker or 
dealer to fulfill its obligation under the 
Stand by Commitment could result in o 
loss to Applicant, this risk of loss is not 
different qualitatively from the risk of 
loss faced by any investment company 
which is holding securities pending 
settlement after having agreed to sell the 
securities to a broker or dealer in the 
ordinary course of business. Applicant 
states that its investment adviser will 
periodically evaluate the credit risks of 
dealers from whom it will purchase 
Stand-by Commitments. Applicant 
states that it will not acquire Stand-by 
Commitments to promote reciprocal 
practices, to encourage the sale of its 
shares or to obtain research services. 

Notice is further given that any 
interested person wishing to request a 
hearing on the application may, not later 
than March 11, 1985, at 5:30 p.m., do so 
by submitting a written request setting 
forth the nature of his interest, the 
reasons for his request and the specific 
issues, if any, of fact or law that are 
disputed, to the Secretary. Securities 
and Exchange Commission. Washington. 
D.C. 20549. A copy of the request should 
be served personally or by mail upon 
Applicant at the address stated above 
Proof of service (by affidavit or. in the 
case of an attorney-at-law, by 
certificate) shall be filed with the 
request. After said date, an order 
disposing of the application will be 
issued unless the Commission orders <i 
hearing upon request or upon its own 
motion. 

For the Commission, by the Division of 
Investment Management, pursuant to 
delegated authority. 

John Wheeler. 

Secretary. 

[FR Doc. 85-4347 Filed 2-21-85; 845 am| 

Billing cooc * 010-01-* 


I File No. 22-13587] 

Trans World Airlines, Inc.; Application 
and Opportunity for Hearing 

February 15,1985. 

Notice is hereby given that Trans 
World Airlines, Inc. ("Applicant") has 
filed an application under clause (ii) of 
Section 310(b)(1) of the Trust Indenture 
Act of 1939, as amended (the "1939 
Act"), for a finding by the Securities and 
Exchange Commission (the 
"Commission") that the trusteeships of 
The Bank of New York (the "Bank") 
under (i) a Trust Indenture and 
Mortgage, dated May 1.1971 (the 
"Indenture") among Bankers Trust 
Company, as Owner-Trustee ("Bankers 
Trust"), Applicant as Guarantor and ths 
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Bank as Indenture Trustee, (ii) an 
Equipment Trust Agreement, dated 
October 1,1979 (the "Equipment Trust”) 
between Applicant and the Bank which 
provides for the issuance of 
approximately $100 million aggregate 
principal amount of Equipment Trust 
Certificates due May 11.1990 (the 
•’Equipment Trust"), (iii) an Indenture of 
Mortgage, dated January 1,1977 (the 
‘ Mortgage”) among certain senior 
lenders, Applicant and the Bank, as 
Trustee (succeeding the original Trustee, 
Marine Midland Bank) and (iv) a Note 
Facility Indenture of Mortgage dated as 
of January 16.1984 (the "Facility 
Mortgage") between the Applicant and 
the Bank as Trustee, os amended and 
restated in a Revolving Underwriting 
Facility Mortgage dated as of November 

20.1984 (the "Restated Facility 
Mortgage") for the benefit of holders of 
Promissory Notes, (v) an Indenture of 
Mortgage, dated as of June 29.1984 (the 
*|une 1984 Mortgage") between 
Applicant and the Bank as Trustee for 
the benefit of holders of Floating Rate 
Secured Notes due June 29.1989 and 
issued under the Loan Agreement, and 
(vi) an Indenture of Mortgage dated as 
of December 20,1984 (the "December 
1984 Mortgage") between Applicant and 
the Bank as Trustee for the benefit of 
holders of a Second Series of Floating 
Rate Secured Notes due December 20, 
1989 and issued under the Loan 
Agreement, and of certain additional 
such Notes which may be issued in the 
future under supplemental agreements 
and Chattel Mortgages in substantially 
the same form, are not so likely to 
involve a material conflict of interest as 
to make it necessary in the public 
interest or for the protection of investors 
to disqualify the Bank from acting as 
Trustee under the Indenture. 

The Application alleges that: 

(1) The Commission has previously 
considered the subject trusteeships, 
excepting the Restated Facility 
Mortgage and the December 1984 
Mortgage trusteeship, in response to 
applications submitted on March 12, 

1980 (the "1980 Application"). February 

15.1984 as amended on April 6,1984 
(the ’February 1984 Application") and 
August 13.1984 (the "August 1984 
Application"),of the Applicant, in each 
case under Section 310(b)(1). clause (ii). 
of the 1939 Act. By Orders dated May 
26.1980 in File No. 22-10302, March 30. 
|984 as amended on May 17.1984 in File 
No. 22-12978, and October 2,1984 in File 
No. 22-13244. the Commission found 
that the Bank’s trusteeships, as well as 
fin agency appointment under a certain 
J’ledge Agreement (which terminated by 
full payment of the secured obligation 


thereunder on August 15.1983), were not 
so likely to Involve a material conflict of 
interest as to make it necessary in the 
public interest or for the protection of 
investors to disqualify the Bank from 
acting as Trustee under the Indenture. 
Insofar as the Restated Facility 
Mortgage is concerned, the 
Commission’s Order in response to the 
February 1984 Application specifically 
provided that the Facility Mortgage, 
which was defined to include "a 
possible, future long term facility 
arrangement", was also not so likely to 
involve such a material conflict of 
interest. 

(2) The Indenture was qualified under 
the 1939 Act and filed with the 
Commission as Exhibit 4(a)-17 to the 
Registration Statement (Registration No. 
2-40077) which Applicant filed to 
register the 11% Guaranteed Loan 
Certificates due June 1.1988 (the "Loan 
Certificates") under the Securities Act of 
1933, as amended (the "1933 Act"). 

There were outstanding, on December 
31.1984. $9,946,000 in aggregate 
principal amount of Loan Certificates, 
payment of which is guaranteed by the 
Applicant and is secured by the 
mortgage of three Boeing 747-131 
aircraft which were purchased in part 
by the proceeds of the sale of the Loan 
Certificates. Additional funds were 
provided by certain banking and 
financial institutions (the "Owners") for 
whom Bankers Trust acts as Owner- 
Trustee. The three aircraft have been 
leased to Applicant by Bankers Trust for 
terms ending on May 31.1986. After the 
Loan Certificates have been paid in full, 
the three aircraft will remain the 
property of the Owners subject to 
certain rights of Applicant to acquire 
them at fair market value when the 
lease expires. Thus, the Indenture will 
terminate in accordance with its terms 
in approximately sixteen months time. 

(3) Applicant and the Bank, as trustee, 
entered into the Equipment Trust in 
connection with the purchase of three 
Boeing 747 SP-31 aircraft (the 
"Aircraft") delivered in March and April 
of 1980. The Equipment Trust covering 
the Aircraft secures the Equipment Trust 
Certificates which are guaranteed by 
Applicant and were issued in private 
placements on the respective delivery 
dates of the Aircraft. The Equipment 
Trust Certificates have not been 
registered under the 1933 Act since the 
sales thereof have not involved public 
offerings and are therefore exempt 
under the 1933 Act. The Aircraft are 
leased to Applicant by the Bank for 
terms ending in 1990. At the termination 
of the lease, the lease payments will be 
treated as payment in full of the 


purchase price of the Aircraft and title 
to all the Aircraft will vest in Applicant. 
On July 27,1964. Applicant sold one of 
the three Aircraft and the aggregate 
principal amount of Equipment Trust 
Certificates outstanding was reduced on 
a pro-rata basis in accordance with the 
ratio that the original purchase price of 
such Aircraft bore to the original 
purchase price of all three Aircraft. A 
contract covering the sale of a second 
Boeing 747 SP-31 Aircraft has been 
executed by both the buyer and the 
seller and the Closing on this 
transaction is scheduled to take place 
on February 15,1985. At that time, the 
aggregate principal amount of 
Equipment Trust Certificates 
outstanding will be further reduced on a 
pro-rata basis in the same manner os for 
the Aircraft sold on July 27,1984. The 
one remaining Boeing 747 SP-31 Aircraft 
is "For Sale", thereby making it more 
than likely that the Equipment Trust will 
be terminated well in advance of its 
expiration date in 1990. 

(4) The Bank is successor to Marine 
Midland Bank as Trustee for certain of 
Applicant's senior lenders under the 
Mortgage, by which Applicant has 
mortgaged substantially all aircraft and 
aircraft engines (together with 
uppliances from time to time installed) 
owned by Applicant on March 1.1977, 
as more particularly described in the 
granting clauses thereof. As of 
December 31.1984, Applicant owned 38 
jet aircraft subject to the lien of the 
Mortgage, and the aggregate principal 
amount of the outstanding Notes held by 
the senior lenders secured thereunder 
was approximately $3.3 million. The 
Mortgage is not qualified under the 1939 
Act and was filed with the Commission 
as Exhibit 1 to the March 1.1977 Form 
8-K filed by Applicant. The Mortgage 
secures Applicant's senior indebtedness 
currently outstanding under, or that may 
be issued pursuant to. certain senior 
debt instruments. The Mortgage has 
been amended by six supplemental 
indentures, the first five being on file 
with the Commission as Exhibits 3(c)-2 
and 3(c)-3 of Applicant s lanuary 25, 

1979 Form 8-B and Exhibit 4(b)-3 to File 
No. 2-77852. The sixth supplemental 
Indenture is set forth in Exhibit B to the 
February 1984 Application. 

(5) The Facility Mortgage established 
an additional trusteeship for the Bank 
commencing on February 1,1984. It 
secured promissory notes issued under a 
Note Facility Agreement, dated as of 
January 16,1984 with Merrill Lynch 
International & Co. (the "Note Facility"). 
The maturity date of the last of the 
promissory notes Issued under the 
Facility Mortgage was June 21,1984. 
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Thereafter, as contemplated by the 
parties to the Facility Mortgage and as 
set forth in Paragraph 6 of the February 
1984 Application, Applicant entered into 
a Revolving Underwriting Facility 
Agreement dated November 12,1984 
(the “Revolving Note Facility”) with 
Merrill Lynch International & Co. acting 
as Placing Agent for a syndicate of 
foreign International Banks, and the 
Facility Mortgage was replaced by the 
Restated Facility Mortgage between 
Applicant and the Bank as set forth in 
the preamble to the latter document. The 
Revolving Note Facility and the 
Restated Facility Mortgage provide for 
the issuance of promissory notes (the 
“Promissory Notes’"), in an aggregate 
principal amount at any time 
outstanding of up to $75 million, subject 
to increase in accordance with the terms 
of the Revolving Note Facility, and as of 
December 31.1984, such Notes in the 
amount of $17.5 million hod been issued 
and were outstanding. Because the sale 
of Promissory Notes under the 
Revolving Note Facility does not involve 
a public offering, the offering is not 
required to be registered with the 
Commission under the 1933 Act and the 
Restated Facility Mortgage is not 
required to be qualified under the 1939 
Act. 

(8) The June 1984 Mortgage 
established an additional trusteeship for 
the Bank commencing on June 29.1904 
securing five year Floating Rate Notes of 
TWA (the “Floating Rate Notes”) In the 
aggregate principal amount of $25 
million issued under a Loan Agreement 
between CC. Leasing Corporation and 
Goldome FSB as Lenders, and TWA. 
Because the sale of the Floating Rate 
Notes is a private replacement, the 
offering is not required to be registered 
with the Commission under the 1933 Act 
and the June 1984 Mortgage is not 
required to be qualified under the 1939 
Act. The amount bonowed was not 
increased on or prior to December 31. 
1984. the expiration date of Applicant’s 
right to request such increases, and the 
property initially mortgaged under the 
June 1984 Mortgage is. as specified in 
Schedule 1 thereto, two used Boeing 
Model 727-31 aircraft and two used 
L-1011 aircraft. 

(7) The December 1984 Mortgage 
transaction is virtually identical to that 
of June 1984. It establishes a new 
trusteeship for the Bank commencing on 
December 20,1984 securing a second 
series of five year Floating Rate Notes of 
TWA (the “Second Series Notes”) in an 
aggregate principal amount of $35 
million issued under a Loan Agreement 
between Walter E. I letter & Company 
and The Philadelphia Saving Fund 


Society as Lenders, and TWA. Because 
the sale of the Second Series Notes is a 
private placement, the offering is not 
required to be registered with the 
Commission under the 1933 Act and the 
December 1984 Mortgage is not required 
to be qualified under the 1939 Act. Thus 
far, cash deposits in the Aviation 
Property Fund (as defined in the 
December 1984 Mortgage) have been 
made to secure the Second Series Notes 
on a one-to-one basis, but TWA has the 
right, at any time, to change the security 
for such Notes to aircraft, aircraft 
engines, or a combination of cash, 
aircraft and aircraft engines, on the 
terms and conditions specified in the 
December 1984 Mortgage. These include 
the substitution of aircraft and aircraft 
engines under certain circumstances. 

(8) The December 1984 Mortgage may 
also in the future serve as the vehicle for 
a proposed additional credit facility to 
be created between Applicant and other 
financial institutions (not including the 
Bunk), on or prior to June 30.1985. That 
facility will also involve the issuance of 
additional Second Series Notes up to a 
maximum principal aggregate amount of 
$15 million, bringing the total maximum 
amount of all such Notes to $50 million. 
Any such additional Second Series 
Notes are to have maturity dates of 
December 20.1989 and the December 
1984 Mortgage provides flexibility for 
the addition or removal of mortgaged 
property, provided that 66%% of the 
appraised value thereof plus 100% of the 
cash included in an Aviation Property 
Fund is not less than the aggregate 
amount of Second Series Notes 
outstanding, except in the case of 
Applicant's making of certain 
prepayments or cash payments in 
connection therewith. Thus, additional 
aircraft or aircraft engines can readily 
be added to the December 1984 
Mortgage to secure an increase in 
outstanding credit up to the $50 million 
maximum. Additional property to be 
placed under the December 1984 
Mortgage would not be subject to any 
other mortgage or lien encumbrance for 
which the Bank has a trusteeship. In 
submitting this Application. TWA 
requests that the Commission issue its 
Order with respect to the Bank's role as 
Trustee under the December 1984 
Mortgage, recognizing that it may, in the 
future, secure additional Second Series 
Notes. 

(9) Applicant believes that no material 
conflict of interest will result from the 
Bank acting as Trustee under the 
Indenture, the Equipment Trust, the 
Mortgage, the Restated Facility 
Mortgage, the June 1984 Mortgage and 
the December 1984 Mortgage. Each 


covers, or in the case of the December 
1984 Mortgage, will cover, wholly 
separate and distinct collateral 
consisting of identified aircraft and 
aircraft engines. In the event that the 
Bank should have the occasion to 
proceed against the security of any one 
or more of these instruments, such 
action would not affect the security, or 
the use of any security, under any of the 
others. As a result Applicant believes 
that the Bank, in serving as Trustee 
under the Indenture, the Equipment 
Trust, the Mortgage, the Restated 
Facility Mortgage, the June 1984 
Mortgage and the December 1984 
Mortgage, and, more importantly, in 
taking action on behalf of the 
securityholders or the senior lenders 
with respect to their separate security 
under each of these instruments, will not 
be placed in a situation in which the 
potential for a material conflict of 
interest would arise. 

(10) Applicant believes that the Bank's 
serving as Trustee in the subject 
trusteeships will be beneficial to the 
holders of the Loan Certificates, the 
holders of the Equipment Trust 
Certificates, the senior lenders, the 
holders of the Promissory Notes, the 
holders of the Floating Rate Notes and 
the holders of the Second Series Notes, 
in that the operations of the Equipment 
Trust, the Mortgage, the Restated 
Facility Mortgage, the June 1984 
Mortgage and the December 1964 
Mortgage would be simplified if the 
Trustee acting under the Indenture can 
act as the Trustee under those 
instruments as well. The specialized 
nature of the Indenture, the Equipment 
Trust, the Mortgage, the Restated 
Facility Mortgage, the June 1984 
Mortgage and the December 1984 
Mortgage, is such that Applicant 
believes that the holders of the Loan 
Certificates, the holders of Equipment 
Trust Certificates, the senior lenders, the 
holders of the Promissory Notes, the 
holders of Floating Rate Notes, the 
holders of Second Series Notes and 
Applicant would benefit by having a 
common trustee familiar with the 
operation of the Applicant under the 
Indenture, the Equipment Trust, the 
Mortgage, the Restated Facility 
Mortgage, the June 1984 Mortgage and 
the December 1984 Mortgage. 

(11) The Indenture contains the 
provisions permitted by the proviso of 
Section 310(b)(1) of the 1939 Act which 
allow Applicant to make the application 
under Section 310(b)(l)(U). Applicant if 
not in default under the indenture, the 
Equipment Trust the Mortgage, the 
Restated Facility Mortgage, the June 
1984 Mortgage, the December 1984 
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Mortgage or any other indenture or 
equipment trust agreement. 

Applicant has waived any hearing os 
well as notice of any hearing and all 
rights of specified procedures under the 
rules of practice of the Commission. 

For a more detailed account of the 
matters of fact and law asserted, all 
persons are referred to said application, 
which is a public document on file in the 
offices of the Commission at the Public 
Reference Room 450, 5th Street NW., 
judiciary Plaza. Washington. D.C. 20549. 

Notice is further given that any 
interested person may, not later than 
March 11,1985, request in writing that a 
hearing be held on such matter, stating 
the nature of his interest, the reasons for 
such request, and the issues of law or 
fact raised by such application which he 
desires to controvert; or he may request 
that he be notified if the Commission 
should order a hearing theron. Any such 
request should be addressed to: 
Secretary, Securities and Exchange 
Commission. Washington, D.C 20549. At 
any time after said date, the 
Commission may issue an order granting 
the application upon such terms and 
conditions as the Commission may deem 
necessary or appropriate in the public 
interest and for the protection of 
investors, unless a hearing is ordered by 
the Commission. 

For the Commission, pursuant to delegated 
authority, by the Division of Corporation 

Finance. 

Shirley E Hollis, 

Assistant Secretary . 

|FR Doc. 85-4346 Filed 2-21-85; 8:45 am] 

»>UJ»Q COOC IOiO-01-H 


I Retease No. 21748; SR-CBOE-85-2 ] 

Self-Regulatory Organization; Chicago 
Board Options Exchange, Inc., Filing 
and Order Granting Accelerated 
Approval of Proposed Rule Change 

February 1Z 1985. 

The Chicago Board Options Exchange. 
Incorporated ("CBOE") LaSalle at Van 
Buren. Chicago. IL 60605, submitted on 
lanuury 24.1985. copies of a proposed 
rule change pursuant to section 19(b)(1) 
of the Securities Exchange Act of 1934 
(“Act") and Rule 19b~4 thereunder, to 
permit the sales personnel of a member 
organization who solicit or accept 
customer orders for options on 
government securities to qualify for such 
sales activity by successfully completing 
the CBOE’s Interest Rate Options 
Qualification Examination ("Series 5 
examination"). In addition, the rule 
provides that trading of government 
securities options within a branch office 
may be supervised by any Debt 


Registered Options Principal within the 
member organization. 

Under Rule 21.19A, as amended, in 
order to conduct a public customer 
business in opUons on government 
securities, sales personnel will no longer 
be required to pass the General 
Securities Registered Representatives 
Examination ("Series 7 examination"), 
in addition to passing the Series 5 
examination. The Exchange believes 
that, heretofore, the need to pass both 
examinations as a prerequisite to 
conducting a public customer business 
in government securities opUons. had 
the effect of discouraging many 
competent sales personnel in 
government securities from offering their 
customers the supplementary 
investment of options on these 
securities. The Exchange believes the 
rule change will permit more 
widespread public customer access to 
options on government securities. * 1 
CBOE indicates that the Series 7 
examination would continue to be 
required if a sales person wishes to 
engage in a broader public customer 
securities business. 

The rule change also would delete the 
requirement that every branch of a 
member organization where three or 
more registered representatives conduct 
a government securities option business 
have a principal supervisor who is a 
Debt Registered Options Principal. The 
Exchange believes that experience has 
shown this to be an unnecessary and 
burdensome requirement The Exchange 
believes that member organizations, 
given their overall supervisory 
responsibilities, will assure that each 
registered representative with a 
government securities options business 
is appropriately supervised by a Debt 
Registered Options Principal. 1 

Interested persons are invited to 
submit written data, views and 
arguments concerning the proposed rule 
change within 21 days from the date of 
publication of the submission In the 
Federal Register. Persons desiring to 
make written comments should file six 
copies thereof with the Secretary of the 
Commission. Securities and Exchange 
Commission. 450 Fifth Street, NW», 
Washington. D.C. 20549. Reference 
should be made to File No. SR-CBOE- 
85-2. 

Copies of the submission, all 
subsequent amendments, all written 


1 According to the CSOR. Institutional inventor* 
account for the vast majority of trading in 
government securities options. 

1 Although a particular branch office manager 
may not be qualified as a Debt Registered Options 
Principal, the member organization must continue, 
of course, to provide adequate, effective supervision 
of all sales personnel wherever they are located. 


statements with respect to the proposed 
rule change w r hich are filed with the 
Commission and all written 
communications relating to the proposed 
rule change between the Commission 
and any person, other than thos# which 
may be withheld from the public in 
accordance with the provisions of 5 
U.S.C. 552. will be available for 
inspection and copying at the 
Commission’s Public Reference Room. 
Washington, D.C Copies of the filing 
and of any subsequent amendments also 
will be available at the principal office 
of the CBOE. 

The Commission finds the proposed 
rule change consistent with the 
requirements of the Act and the rules 
and regulations thereunder applicable to 
a self-regulatory organization and, in 
particular, the requirements of Section 8. 
The Commission finds good cause for 
approving the proposed ruled change 
prior to the thirtieth day after the date of 
publication of notice of filing thereof, in 
that the Commission recently has 
approved a similar rule change proposed 
by the American Stock Exchange, Inc. 
(File No. SR-Amex-84-34. Release No. 
21894, January 28,1985) and this rule 
change will help ensure that member 
firms effected by this rule chonge will be 
able to operate under consistent rules at 
both the CBOE and the Amex. 

It is therefore ordered, pursuant to 
section 19(b)(2) of the Act, that the 
proposed rule change referenced above 
be. and hereby is, approved 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority. 

John Wheeler, 

Secretary. 

[FR Doc. 85-4344 Filed 2-21-85; &45 am| 

SILL 040 COOC SO 10-01-II 


(Release No. 21749; SR-MSE-84-121 

Self-Regulatory Organizations; 

Midwest Stock Exchange, Inc.; Order 
Approving Proposed Rule Change 

February 12,1985. 

The Midwest Stock Exchange, Inc. 
("MSB") 120 South LaSalle Street, 
Chicago. IL, 60605. submitted on 
December 11.1984, copies of a proposed 
rule change pursuant to Section 19(b)(1) 
of the Securities Exchange Act of 1934 
("Act") and Rule 19b-4 thereunder, to 
modify Article XXX, Rule 1, 
Interpretations and Policies .01 
(Specialist Assignment and Evaluation) 
of the MSE’s rules. The proposed 
changes include the following: (1) In the 
event of a split-up and/or merger of 
specialist units, the MSE’s Committee on 
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Specialist Assignment and Evaluation 
(“Committee") would be authorized to 
determine the assignment or re¬ 
assignment of securities of such units; 
(2) specialists and co-specialiBts of the 
same specialist unit would be 
authorized to terminate their 
relationship but only with Committee 
approval; and. upon such a split-up 
between a specialist and a co-specialist, 
the posting, if any. of their unit's stocks 
would depend on the facts of the 
particular situation, including past 
performance and capital considerations; 
and (3) the Committee would be 
authorized to review and approve any 
significant change in the organization of 
a specialist unit, including changes in 
percentage interest of a unit’s partners 
or stockholders and changes of a unit's 
controlling partner or stockholder, and. 
in event of such changes, the Committee 
could determine whether to post the 
unit's stocks. 

Notice of the proposed rule change 
together with the terms of substance of 
the proposed rule change was given by 
the issuance of a Commission release 
(Securities Exchange Act Release No. 
21600. December 24,1904) and by 
publication in the Federal Register (50 
FR 909, January 7,1985). No Comments 
were received with respect to the 
proposed rule filing. 

The Commission finds that the 
proppsed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a national securities 
exchange, and, in particular, the 
requirements of Section 6 and the rules 
and regulations thereunder. 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act. that the 
above-mentioned proposed rule change 
be. and hereby is, approved. 

For the* Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority. 

John Wheeler. 

Secretary. 

(FR Doc. 85—1338 Filed 2-21-85; 8:45 am] 

BILL WO COOC 9010-01-11 


I Release No. 21743; SR-NASO-84-261 

Self-Regulatory Organizations; 

National Association of Securities 
Dealers, Inc.; Order Approving 
Proposed Rule Change 

February 12.1985. 

The National Association of Securities 
Dealers. Inc. ("NASD"). 1735 K Street 
NW., Washington, D.C. 20006, on 
October 18,1984 submitted copies of a 
proposed rule change (SR-NASD-84- 
26), pursuant to Section 19(b)(1) of the 


Securities Exchange Act of 1934 ("Act") 
and Rule 19b-4 thereunder, that 
describes its Small Order Execution 
System (“SOES ”). 1 

The Commission believes that the 
proposed rule change accurately 
describes SOES. Accordingly, the 
Commission has determined to approve 
the rule change on a permanent basis. 
The Commission finds that the proposed 
rule change is consistent with the 
requirements of the Act and the rules 
and regulations thereunder applicable to 
the NASD, and in particular, the 
requirements of Sections 11A and 15A 
and the rules and regulations 
thereunder. 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act. that the 
proposed rule change be. and it hereby 
is, approved. 

For the Commission, by the Division of 
Market Regulation, pursuant Vo delegated 
authority. 

John Wheeler, 

Secretary. 

|FR Doc. 8S-4351 Filed 2-21-85; 8:45 am) 

MUJNQ COOC •OfO-OYM 


(Release No. 21745; SR-NYSE-84-41) 

Self-Regulatory Organizations; Filing 
and Ordering Granting Accelerated 
Approval of Proposed Rule Change 

February 12,1965. 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 (“Act"). 
15 U.S.C. 789(b)(1) and Rule 19b-4 
thereunder, notice is hereby given that 
on December 3.1984, the New York 
Stock Exchange. Inc.. (“NYSE") 11 Wall 
Street. New York, NY. 10006, filed with 
the Securities and Exchange 
Commission the proposed rule change 
as described herein. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

NYSE proposes to commence opening 
rotations for index options promptly 


1 See File No SR-NASD-64-26. The proposed rule 
change was published for comment m Securities 
Exchange Ad Release No. 214J3 (October 29.1964). 
44 FR 44042. The NASD also submitted a proposed 
rule change setting forth the rules and fees 
governing SOES. See File No SR-NASLMH-2& 
which was published for comment in Securities 
Exchange Act Release No. 21458 (November 2. 

19S4). 4V FR 44*38. Finally, the NASD filed e 
proposed rule change that allowed SOES to operate 
on a temporary basis until February 11.1985. Soe 
Ft!* No SH-NASD44-02. Notice of the filing end 
the order granting accelerated approval of the 
proposed rule change was published In Securities 
Exchange Act Release No. 2156? (December 14, 

1964). SO FR 1662. The Coixuniosloo. today, has 
approved SR-NASD-64-2S until |uly 1.1968. 
Securities Exchange Act Release No. 21742 
(February 12.1985). 


following the official time trading opens 
In the primary market for the majority cjf 
the underlying stocks that comprise thr 
index!. 1 Under exiting rules, opening 
rotation for index options can be held 
only after securities comprising 50 
percent of the aggregate market value of 
the index have opened on the primary 
market where they are traded. 

NYSE states that the proposed rule 
change will address situations where 
the stock market moves dramatically 
early in the trading session, thereby 
resulting in delays in the opening of 
some of the more heavily weighted 
securities comprising NYSE's option 
indices. NYSE notes that on several 
occasions these delayed openings have 
prevented the index value from reaching 
the 50 percent level for an extended 
period of time, even though most other 
securities were open and the market 
was very active. Under the proposed 
rule change, investors will be able to 
take a position based on the new market 
direction, despite and delays that may 
occur in opening the underlying 
securities. 1 

Interested persons are invited to 
submit written data, views and 
arguments concerning the NYSE 
submission within 21 days, from the 
date of publication in the Federal 
Register. Person desiring to make 
written comments should file six copies 
thereof with the Secretary of the 
Commission. Securities and Exchange 
Commission. 450 Fifth Street NW., 
Washington. D.C. 20549. Reference 
should be made to File No. SR-NYSE- 
84-41. 

Copies of the submission, all 
subsequent amendments, all written 
statements with respect to the proposed 
rule change which are filed with the 
Commission, and all written 
communications relating to the proposed 
rule change between the Commission 
and any person, other than those which 
may be withheld from the public in 
accordance with the provisions of 5 
U.S.C. 552, will be available for 


1 The official opening time for trading stocks on 
the NYSE it IfMJO in. The NYSE U the primary 
market for I he ttocka underlying NYSE's three tad** 
option* (NYSE currently trade* option* on tbe 
Composite Index, Double Index, and Telephon* 
Index). Accordingly, the rule change would perm i 
opening rotation* in lha Index option* currently 
traded on the NYSE to commence promptly 
following the 1QOO a m. opening. 

•The NYSE note* that the market trend is usually 
dear, even when many of the “price-leader" 
aecuritie* have not begun trading In addition the 
NYSE ataiea that when the delay* are caused try 
order imblances, a range indicating the likely 
opening price of the stock (a disaominated early 
providing tnveators with • valid guide aa to the 
“likely near-term direction of the market and the _ 
effect on the Index value es theae securities open 
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inspection and copying at the 
Commission's Public Reference Room. 
Copies of the filine and of any 
subsequent amendments also will be 
available at the principal office of 
NYSE. 

The Commission finds that the 
proposed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a national securities 
c> hange and, in particular, the 
requirements of Section 6 and the rules 
and regulations thereunder. 

The Commission finds good cause for 
approving the proposed rule change 
prior to the thirtieth day after the date of 
publication of notice o( filing thereof in 
that insofar as the proposal would alter 
the existing NYSE rule, it is 
substantially the same as a Chicago 
Board Options Exchange. Incorporated 
|CBOB") rule recently published for 
comment and approved by the 
Commission. 3 In light of this fact, and to 
reduce the potential for confusion, 
accelerated approval is appropriate. 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act. that the 
proposed rule change be. and hereby is. 
approved. 

For the Commission, by Ihe Division of 
M.irkct Regulation, pursuant to delegated 

authority. 

|ohn Wheeler. 

Si't/vUUJL 

|FR Doc. 85-4349 Filed 2-21-R5; *45 am| 
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IReleass No. 21744; SR-PM*-64-29! 

Self-Regulatory Organizations; the 
Philadelphia Stock Exchange, Inc.; 
Order Approving Proposed Rule 

Change 

February 12,1985. 

The Philadelphia Stock Exchange. Inc. 
rPhlx") 1900 Market Street. 

Philadelphia, PA, 19103. submitted on 
Di r i*mber 13, 1984, copies of a proposed 
rule change pursuant to Section 19(b)(1) 
*he Securities Exchange Act of 1934 
( Act") and Rule 19b-4 thereunder, to 
file as a rule the Phlx's interpretation of 
precedence as it pertains to options 
trading on the Phlx. New Rule 1067 is 
derived from the provisions of Rule 119 
which govern precedence on the Phlx's 


' Sn> CHOE Rulr 2443. Ttiu Com mi mu mi itptmivrd 
•W pr<n>oaed changes In Rulr 24 .11 in Pile No SR- 
UHOK-S 4 - 2 S, Securities Exchange Act Release No 
J) 5 * 80 ’ [J. ( frnber IS 1984. 49 FR 50342 Deu ml**r 27. 

In the Mflir order. the CommiasHitt also • 
•Jpruwrd an an accelerated Imui, u simitar rule 

aotxnillrd by the American Stuck Exchange. 
•**1 A|ggg**| (Pile No SR - Arne xk whtch 
opening rotation! Tor rhe Amex M*)or 
,MrkH fade* to commerce at ifcQUo.m. 


equity floor. Rule 1067 provides that the 
highest bid and the lowest offer shall 
have precedence in all cases. 

Notice of the proposed rule change 
together with the terms of substance of 
the proposed rule change was given by 
the issuance of a Commission Release 
(Securities Exchange Act Release No. 
21611. December 28.1984) and by 
publication In the Federal Register (50 
FR 1154, January' 9,1985). No written 
comments were received with respect to 
the proposed rule change. 

Tne Exchange asserts that the rule 
change is based on Section 6(b)(1) of the 
Act. which provides in part that an 
exchange have the capacity to enforce 
compliance by its members with its 
rules. The Commission finds that the 
proposed rule change is consistent with 
the reqirements of the Act and the rules 
and regulations thereunder applicable to 
a self-regulatory organization and, in 
particular, the requirements of Section 8 
and the rules and regulations 
thereunder. 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act, that the 
above-mentioned proposed rule change 
be, and hereby is, granted. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority, 

John Wheeler. 

Secretary. 

|FR Doc. 85-1350 Kited 2-21-85; 8.45 um| 
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I Release No. 21750; SR - Arne x-62-27 J 

American Stock Exchange, Inc.; Order 
Approving Proposed Rule Change 

February 12.1985. 

The American Stock Exchange. Inc. 
("Amex") 86 Trinity Place. New York, 
NY 10006. submitted on December 30, 
1982, copies of a proposed rule change 
pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 ("Act") 
and Rule 19b-4 thereunder, to allow 
options specialist firms and certain 
individuals and organizations 
associated with such specialist firms 
("associated persons") to make 
recommendations for the purchase or 
sale of the securities underlying 
specialty options. * 1 * On April 2.1964. 


* The proposed ruin cluing* wd« noticed In 
Sr cur it us* Exchange Act Release No. 19558. M.*n h 

1. 1963. 48 FR lOKVk In this turn* film* Amex 
(impOMHt to alio* opium* Specialists nod their 
axsociatad orv.ir.fZj. I ton* to. (I) Engage in certain 
buiinrM tr *n*«i iimu Moth ibe niiirr or Inudtti of 
the security underlying * specialty option; (2) accept 
order* iq the underlying slock from atnall pension 
and profit sharing lurui*. and |3| participate n* 
nelUng group member* in underwriting* of non 
Convertible nniiut wruriiir* of issuer* of the 


Amex submitted Amendment No. 1 to 
the proposed rule change. Amendment 
No. 1 changed the proposed rule change 
by allowing an options specialist and his 
associated persons to make such 
recommendations only if the 
recommendations are contained in 
research reports similar to those 
described in paragraph (b) of Rule 139 
under the Securities Act of 1933 ("1933 
Act").* On November5,1984. Amcx 
submitted Amendment No. 2 to the 
filing. The stated purpose of Amendment 
No. 2 was to conform the proposed rule 
change to the amendments to paragraph 
(b) of Rule 139 the Commission adopted 
in September 1984,* and to require 
options specialists and their associated 
persons, when making the 
recommendations allowed under the 
proposed rule change, to disclose, 
among other things, the fact that they 
are specialists or associated persons of 
the specialist in the option overlying the 
security whose purchase or sale is being 
recommended. 4 No comments were 
received with respect to the proposed 
rule change. 

Amex*8 rules currently prohibit 
options specialists, their member 
organizations and associated persons 
from making any buy or sell 
recommendations regarding the 
securities underlying the specialists' 
specialty options. Amex proposes to 
allow its options specialists, their 
member organizations and associated 
persons to publish recommendations, 
opinions or information regarding 
securities underlying the specialists' 
specialty options if the 
recommendations, opinions or 
information are contained in research 
reports similar to those allowed under 
paragraph (b) of Rule 139 under the 1933 
Act. 4 To comport with the rule, the 


securities underlying specialty option*. The 
CoOMiusJUon approved the** three portion* of the 
proposed rule duinge in Securities Exchange Ad 
Release No. 21134, July 12, 1984. 49 FR 29183 

* 17 CFR 230.1 JWI hit u**4| Under the original rule 
Min#, recommendation* by option* specialists of 
purchase* or sale* of the securities underlying their 
specialty options could lie made only If the firm had 
in place specified "Chinese Wall" procedures 
Amendment No. 1 was noticed in Securities 
Kxihangr Act Release No 20841. April 1, 1984. 49 
FR 15040. 

* Srr Securities Ad Release No 6S50 September 
19. 1W4. 49 FR J7549 ( "Rule 139 Releu se t 

4 Amendment No 2 was noticed in Srr unties 
Exchange Acl Release So. 21502. Novemlmr 20. 

1984. 49 FR 47143 

4 Paragraph fb) of Rule 139 aUows broker-dealers 
to publiah specified types of research reports about 
certain issuer* that are in the process of rrgtstrrirtg 
securities for public sale and disseminate research 
reports on industry or sub industry groups while 
participating in a distribution of a security within 
the group. Paragraph (b) applies only If the issuer 

CnsKauai 
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research reports must be distributed 
with reasonable regularity in the normal 
course of business, and must contain 
either a comprehensive list of the 
securities being recommended currently, 
or similar recommendations, opnions or 
information with respect to a substantial 
number of companies in the issuer's* * * 
industry or sub-industry. The discussion 
of the issuer could not be treated 
materially differently than that 
regarding other issuers, and only could 
include projections of sales or earnings 
if: (1) Such projections also are included 
for either a substantial number of 
companies in the issuer's sub industry 
or for all companies in a comprehensive 
list that is contained in the publication: 
and (2) such projections cover the same 
time periods for the other companies as 
for the issuer. Amex's rule also would 
require that options specialists, their 
member organizations and associated 
persons disclose in such reports that: (1) 
The specialist specializes in options on 
the securities being recommended: (2) 
the specialist may nave an inventory 
position either long or short in the 
option on the securities being 
recommended: and (3) the possibility 
that as a result of the specialist's 
function he may be on the opposite side 
of orders executed on the Amex in the 
option. 7 Amex specialists would be 
prohibited from making written 
recommendations in any other form and 
also would continue to be prohibited 
from making any oral recommendations 
concerning the stocks underlying their 
specialty options or the options 
themselves. 


doc* not meet the registration requirements of Form 
S~3117 CFR | 239431 or F-3 (17 CFR | 23933) and 
the minimum float or investment securities 
provisions of either paragraph IB) (I) or (2) of 
General Instruction* I of the respective form*. 
Paragraph (■) of Rule 139. which applies if the issuer 
doe* meet these requirements, requires only that 
information, opinion* or recommendation* 
published during s distribution by s broker-dealer 
tie contained in publications distributed with 
"reasonable regularity in the normal course of 
business." The differences between Amex's rule 
and paragraph (b| of Rule 139 are discussed below. 
The Commit"ton emphasizes that Amex draws 
upon Rule 139 only as a model for the restrict Ions 
contained in its proposed rule, compliance with 
Amex’s amended rule will not relieve Amex options 
specialists and their associated persons of the 
obligation to comply with Rule 130 itself, when 
applicable, or any other provisions of the federal 
securities laws and the rules thereunder. 

• "Issuer" as used here refers to the issuer of the 
stock underlying the options specialist's specialty 
options. 

1 Amex has indicated that it will inform its 
members that they will be required to make dear is 
the research reports to which specific Issues 
covered by the reports this disclosure relates. 
Telephone conversation of January 16. 1964 between 
Michael Emen, Vice President. Legal and Regulatory 
Division. Amex and Alden Adkins, Attorney. 
Division of Market Regulation. SRC 


Amcx’s proposed rule change differs 
from paragraph (b) of Rule 139, as 
amended, in that the opinions and 
recommendations contained in research 
reports disseminated under Amex’s 
proposed rule, unlike those contained in 
research reports published in 
accordance with paragraph (b) of Rule 
139. could be more favorable than 
previously published opinions of 
recommendations. Because Amex's rule 
applies to an options specialist (and his 
associated persons) on a continuous 
basis, the incorporation into the Amex 
rule of Rule 139 s prohibition against 
more favorable recommendations would 
prohibit options specialist (and their 
associated persons) from ever upgrading 
a recommendation. In contrast, 
paragraph (b) of Rule 139 applies only 
during a distribution, so that once the 
distribution is over, recommendations 
can be upgraded.*The upgrading of 
recommendations by the options 
specialist, its firm and associated 
persons, however, during a distribution 
of securities underlying the options 
specialist's specialty options in which 
the specialist, its firm or associated 
persons was a participant, would 
generally violate Rule lOb-G under the 
Act. 9 In addition, the upgrading of 
recommendations could not be 
published during a distribution of 
certain securities (/.a., generally ones 
not meeting the requirements for 
registration on Forms S-3 or F-3, see 
note 5. supra) underlying the options 
specialist's specialty options in which 
the specialist its firm or associated 
persons was a participant, because such 
publication would be in violation of 
paragraph (b) of Rule 139. 10 


'The Rule 139 approach aUo t* not directly 
applicable to the options specialist's attuation for 
another reason. The Rule 139 limitation la 
predicated on the assumption that an underwriter 
has an incentive only to seek to manipulate upward 
the price of the security being offered: hence, it only 
restricts upgrading, not downgrading, of 
recommendations- An options specialist however, 
can be on either side of the market, and thus 
arguably could profit from either an upgraded or 
downgraded recommendation with respect to the 
underlying security. Hence, to Incorporate the Rule 
139 approach in its entirety into the Amex rule 
would require that an Amex specialist (and his 
associated persons) never change their 
recommendations regarding the underlying security 
in any respect. 

*17 CFR 240.1Ob-6 (1964J. See Rule 139 Release. 
tuprv note 3. at 37572. 

'* As a practical matter, the options specialist, his 
firm and associated persons will participste rarely, 
if ever, in distributions of securities underlying the 
specialist's specialty options because Amex rule, 
even as amended by this proposal prohibits the 
type of selling activity emailed by such 
participation. unJrsa the options specialist passes 
the limit order book during the distribution. 


The Commission previously has 
stated that existing bans on 
recommendations by a specialist of his 
specialty securities basically serve to 
prevent: (1) Manipulation of the 
specialty security. (2) the indirect 
passing on of inside market information 
available to the specialist due to his 
market position: and (3) 
recommendations when the specialist 
may have a conflict of interest. n The 
Commission finds that Amex's ban on 
options specialists making 
recommendations regarding the 
securities underlying their specialty 
options also serves these purposes. 

The restrictions upon research report! 
found in paragraph (b) of Rule 139 limit 
the ability of a broker-dealer to target 
research to condition the secondary 
market price of a security during a 
distribution of securities. 17 The 
Commission finds that these same types 
of restrictions are equally useful in 
addressing potential manipulations of 
the prices of securities underlying 
specialty options by the options 
specialist through the dissemination of 
buy/sell recommendations. As noted 
above, the Amex proposal differs from 
paragraph (b) of Rule 139 in that it 
would permit the specialist (and his 
associated persons) to upgrade research 
reports. This arguably increases the 
opportunity for manipulation under the 
proposed rule change. The Commission 
finds, however, that the other limitations 
contained in the Amex proposal should 
reduce this danger. In addition, the 
ability of the Exchange to compare the 
specialist's options postion and trading 
activity at the time a recommendation is 
upgraded or downgraded, and thereby 
uncover possible incentives for 
manipulation or patterns of activity 
suggestive of manipulation, should be 
sufficient to protect against possible 
manipulation by Amex specialists via 
research reports. Accordingly, the 
Commission finds that the Amex 
proposal adequately serves the anti¬ 
manipulation purposes of the Act 

Furthermore, while Amex options 
specialists 11 may on occasion have, by 
reason of their market position, 
temporary informational advantages 
regarding the securities underlying their 
specialty options, u precisely because 


“See Securities Exchange Act Release No 3HSk 
Decamber 7,1983. 48 FR 56659. 

11 See the Rule 139 Release, supra note 3. 

0 The Amex does not allow options trading on l& 
floor if the underlying stock also is traded on its 
floor (so-called "*ide-by side" trading) 

14 Such informational advantages, foraumplt. 
could result from a significant increase In investor 
demand for a security being manifested in an infos 
of options orders that preceded an increase In 
Investor demand for the underlying stock itself 
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any such advantages are temporary in 
nature they cannot be used in 
formulating and disseminating the 
written research reports allowed under 
Amex's proposal. Thus, the Commission 
finds that Amex's proposal adequately 
addresses concerns with the indirect 
passing on of inside market information. 

The Commission also finds that, in 
light of the limitations placed on the 
types of recommendations which may 
bf made under the proposed Amex rule, 
the disclosure that will be required 
under the Amex proposal should alert 
investor* * to the possible conflict of 
interest the options specialist may have 
in making recommendations regarding 
the securities underlying his specialty 
option*. The fact that recommendation* 
are limited to industry' or comprehensive 
research report*, and that oral 
ftromraendations are not allowed, also 
should limit opportunities for abuse in 
this area. The Commission finds, 
therefore, that the Amex proposal also 
adequately responds to those conflict of 
interest concerns raised by the 
recommendations allowed by the Amex 
proposed rule . 1 

Finally, the Commission recognizes 
the importance to the Amex of being 
able to attract capital for specializing in 
its stock options from as many sources 
as possible, as well as the possible 
disincentive to such activity that could 
be imposed on retail-oriented broker- 
dealers so long as they are precluded 
from soliciting public interest in the 
storks underlying specialty options by 
virtue of their activities as specialist. 

The Commission believes that the 
potential value of the involvement of 
such entities as specialist in stock 
options outweighs the potential 
regulatory concerns outlined above if 
such entities are permitted to specialize 
under the conditions set forth in the 
Amex proposal. 

For these reasons, we find that the 
proposed rule change is consistent with 
lh< requirements of the Act and the 
njles and regulations thereunder 
applicable to a national securities 
exchange, and, in particular, the 


W« emphasize, however, that compliance with 
provisions of Amex** proposed rule 
*** relieve the specialist or hi* member 
ofEAruxatlos of their duty under Amex's scilabdtty 
■ad related rule* or to comply with any other 
"ratable requirement* of Amex** rule* or the 

*wrn.l team tie* law* 5cm, Amex Rule 411: 
f *** fn ** Smith. Barney. Mama Uphiim S Cow 

^corporate*!, Securities Exchange Art Release No 
SJLC Doc 2X30. August 15. T0*4 (affirming 
■ Ending of violation of Amex rule* where a 

?f nb * r °m*nixatioo effected option* transaction* 
*<* it* own account before it* research 

Tirnrndation* with rrepeef to the underlying 
1 *" * **** disseminated to public investor*). 


requirements of Sections 6 and 11 and 
the rules and regulations thereunder. 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act that the 
proposed rule change, as amended, is 
approved. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority 
John Wheeler. 

Secretory. 

|FR Doc 85—4353 Filed 2-21-05< 84$ am] 
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I Release No. 21742; SR-NASD-64-2S) 

National Association of Securities 
Dealers, Inc., Order Approving 
Proposed Rule Change 

February 12.1985. 

Background 

On October 19,1984. the National 
Association of Securities Dealers. Inc. 
(“NASD”). 1735 K Street. NW.. 
Washington, D.C. 20008. filed with the 
Commission a proposed rule change ’ 
pursuant to Section 19(b)(1) of the 
Securities F.xchange Act of 1934 (“Act”) 
and Rule 19b-4 thereunder, that sets 
forth the rules governing the operating 
procedures of its Small Order Execution 
System (“SOES"). It also proposes a fee 
to be charged market makers for SOES 
of one half of one cent per share 
executed In the system. In response to 
the Commission's request for comment 
on the proposed rule change, the 
Commission received comment letters 
from the institutional Networks 
Corporation (“Instinct”) 8 and the 
Midwest Stock Exchange. Inc. (“MSE"). 8 
Both instinet and a subsidiary of the 
MSE operate automated execution 
systems for over-the-counter (“OTC“) 
Securities. 

Instinet said that SOES should be 
structured to allow competing systems 
to send orders to. and receive orders 
from. SOES. Instinet also said that the 
NASD had not demonstrated that the 
proposed SOES fees would recover 
costs, and argued that the one-sided fee 
(on market makers but not order entry 


•Sar File No. SR-NASO-ftt-za Tha propo*«d rut* 
change was published foe comment In Secuntle* 
Exchange Act Relraae No. Zt4$8 (November 2. 

1984). 40 FR 44638 The NASD also filed a proposed 
rule change that described SOES, See File No SR- 
NASD-M-2B, which was published for comment hi 
Securities Exchange Art Release No 21413 (October 
29.1964). 4* FR 44042 

' tattler to Shiriey E Hollis. Acting Secretary, 

SEC from Daniel T. Brooks. Counsel to Instinet. 
dated November 3a iw»4. 

’Letter to Shirley E Hollis. Acting Secretary 
SEC from Kenneth I Ronrnblum President. MSE 
dated tVcrmber ?. 1984 


firms) would limit Instinct's ability to 
attract order entry firms and market 
makers to its service. Thus, Instinet 
argued that the rule change should not 
be approved. 

The MSE also argued against approval 
of the rule change because it had been 
unsuccessful up to that time in its efforts 
to obtain NASDAQ Level 1 service (the 
best bid and offer quotations in each 
NASDAQ security) from the NASD for 
purposes of pricing trades executed 
through its own OTC service. 

After considering these comment 
letters, the Commission approved an 
NASD proposed rule change that 
allowed SOES to operate on a 
temporary basis until February' 11,1985. 4 
Before taking this action, the 
Commission was informed by the NASD 
that it had agreed to provide the MSE 
subsidiary' access to NASDAQ Level 1 
service.* With respect to Instinct's 
concerns, the Commission believed that 
a temporary approval of SOES would 
not prejudice Instinct's service pending 
Commission study of the issues raised 
by the underlying SOES rule filing. The 
Commission also believed that any 
potential harm to Instinet or other 
competing systems while SOES 
operated on a temporary' basis would be 
more than outweighed by the major 
order routing, execution, comparison 
and clearance efficiencies provided to 
the arc market by SOES. 

Discussion 

In Section 11A of the Act, Congress 
made a finding that “(n)ew data 
processing and communications 
techniques create the opportunity for 
more efficient and effective market 
operations" *and directed the 
Commission to facilitate the 
establishment of a National Market 
System for securities consistent with 
certain objectives, including the 
“economically efficient execution of 
securities transactions." : When a 
registered securities association such as 
the NASD provides a service such us 
SOES. Section 15A of the Act requires 
that “the association provide for the 
equitable allocation of reasonable dues, 
fees, and other charges among members 
. . . and other persons using any facility 


•See File No. SR-NASD-M-,12. Notice of the 
filing and fbc order granting accelerated approval of 
the proposed role change was published in 
Securities Exchange Art Release No 21567 
(Decemtwr 14.1984). 50 FR 1862. 

‘The Commission understand* that the NASD 
and the MSE have agreed to atl m»ior terms relating 
to tha MSE subsidiary's access to NASDAQ Level t 
service. Accordingly, the Commission no longer 
view* thl* matter to be pertinent In the rule change 
'Section 1lA{*MlKB)of the Act 
r Sec Han 1lA[aMl»(C)(i) of the Art 


















7436 


Federal Register / Vol. 50, No- 36 / Friday. February 22, 1985 / Notices 


or system which the association 
operates or controls” 9 and that such 
system "not impose any burden on 
competition not necessary or 
appropriate in furtherance of (the 
AcH.” • 

Tne Commission believes that 
automation in the OTC market, as 
reflected by SOES and other OTC small 
order execution services, benefit both 
investors and the OTC market by 
increasing the speed of order execution 
and efficiency of OTC market making. 
Specifically, as noted above, the 
Commission believes that SOES 
provides significant order routing, 
execution, comparison and clearing 
efficiencies. The Commission 
encourages the development of SOES 
and other OTC automated systems and 
services consonant with the 
requirements of the Act. 

During the temporary SOES approval 
period, the NASD submitted to the 
Commission expense and revenue 
estimates for the operation of SOES as 
well as a description of how those 
projections were made. 10 In that 
submission, the NASD stated that it 
“intends to review the SOES fee 
annually to assure that it continues to be 
fair and reasonable.” 

In the January Submission the NASD 
states that the SOES fee was formulated 
to recover the fully distributed costs of 
SOES, including both development and 
operating costs. With respect to 
projected revenues, the NASD has used 
actual cleared trade data, excluding 
internalized trades, to project 
anticipated SOES trading volume. 
Revenues were then estimated based 
upon this projection, taking into account 
retail trades, trade size, and the 
assumption that SOES would receive 
50% of eligible trades. 

The Commission notes that the limited 
operating history of SOES makes it 
difficult to predict with certainty 
whether the instant fee will produce 
sufficient revenues to recover costs. The 
Commission believes, however, that the 
NASD has ntude a good faith attempt to 
assess the costs of operating SOES and 
the revenues necessary to meet those 
costs. While all NASDAQ securities are 
eligible to be traded in SOES. pursuant 
to a phase-in plan, only a few hundred 
National Market System Securities have 
been truded in SOES to date. The 
Commission believes that actual SOES 
trading volume in these securities 


•Section 15A(b)(5) of the Act 
•Section 15A(b)|9) of the Act. 

'•See Letter to John Wheeler. Secretary. SEC. 
from Frank | Wilson. Executive Vice President and 
General Counsel. NASD, dated January 25. 1965 
(*January Submission*’). 


generally tracks the NASD's projections 
after being adjusted for the smaller 
number of stocks currently being traded 
in SOES . 11 Therefore, in light of the 
NASD's good faith effort in assessing 
SOES costs, the Commission believes 
that the proposed fees are reasonable. 

Because the Commission deems it 
important for the NASD to review actual 
system usage for a new competitive 
service such as SOES to evaluate the 
appropriateness of the service's fees, the 
Commission has determined to approve 
SOES until July 1,1986. This approval 
will permit the NASD to conduct a year- 
end review of the fee and will provide 
time to evaluate the results of that 
review and to develop a new rate(sl if 
necessary. 11 The NASD by letter dated 
February 8,1985. has agreed to such a 
limited term approval. 13 

The Commission does not believe that 
Instinet's concerns regarding system 
linkages and the application of the 
SOES fee to market makers warrant 
interruption of the initial operation of 
SOES. The Commission believes that 
some integration of OTC execution 
systems would be desirable if it results 
in increased opportunities for public 
customers to receive superior prices or 
greater liquidity for their orders. 
Therefore, the Commission encourages 
the NASD to discuss with Instinet, and 
other interested parties, possible means 
of linking SOES and other similar 
systems in a fair and efficient manner. 
The Commission does not believe, 
however, that such linkages are a 
prerequisite to start-up of SOES or that 
any linkage discussions should interfere 


11 The Com minion note* that in the present 
proceeding. the NASD Hat represented that SOKS 
revenue* ere Intended to meet the fully distributed 
cost* of the system. In reviewing this proposed fee. 
the Commission takes no position on when, or 
whether, fully distributed cotti (generally the most 
rigorous cost analysis) ere the appropriate price 
measure. 

IB In its comment letter. Instinet also argued that 
SOES was simitar to the NASD’s Computer Assisted 
Execution System (’’CAES”') and. therefore, 
questioned the dissimilarities between each 
service’• fees. As a preliminary matter the 
Commission does not believe that all services 
offered by a self-regulatory organisation | SRO | 
must be priced similarly, aa long as the fees 
associated with each serv ice meet the requirements 
of the Act. In addition, aside from the apparent 
functional dissimilarities of the services (eg.. SOES 
is for small orders, while CAES is for orders of any 
size), the NASD's january Submission notes the 
separate and independent development end 
operation costs incurred by SOES Moreover, as 
separate services, it is likely that SOES and CAES 
will attract different users and levels of order flow. 
Accordingly, the Commission believes that the 
differing fee structures are justified because of the 
clear distinctions between the two services. 

tM Letter to Michael ) Simon. Assistant Director, 
Division of Market Regulation. SEC from Frank |. 
Wilson. Executive Vice President and General 
Counsel. NASD, dated February A 1965. 


with the operation of SOES, which even I 
in its present unlinked state provides I 
significant benefits to the OTC market I 
Finally, the Commission disagrees I 

with Instinet that it is inappropriate for I 
the NASD to impose the SOES fee I 

exclusively on market makers without I 
also charging fees to order entry firms I 
The Commission believes that the I 

NASD should have flexibility in I 

designing SOES rates that are I 

competitive in the marketplace. I 

especially where operators of competing I 
systems are not regulated in the same I 

manner and have had the benefit of I 

considerable flexibility in designing I 

their own rate structure. I 

The Commission also does not believe I 
that the fees inequitably distinguish I 
between market makers and other I 

NASD members, such as order entry I 
firms. As an initial matter, the I 

Commission notes that SOES is a I 

voluntary system and that market I 

makers will utilize SOES only after I 
determining that the services provided I 
by the system justify the costs . 14 In I 
addition, the Commission has. in a I 

number of contexts, permitted fees on I 
classes of SRO members who receive I 
unique (but not exclusive) benefits from I 
the operation of an SRO facility . 1 tt SOES I . 
provides market makers a more efficient I 
means to access order flow from broker- I 
dealers with which they presently have I 
agreements, as well as the ability to I 
attract new order flow. I 

Accordingly, while the NASD could I 4 
have designed its fees in a variety of I 
ways, the Commission finds that the I 
approach adopted provides for an I 

equitable allocation of fees among I 

member firms and SOES users. The I 
Commission also finds that the proposed I . 
fees do not impose an unnecessary or I 
inappropriate burden on competition I 

In this regard, the Commission notes H * 
that Instinet has argued that this fee ■ 
structure is a “sale of order flow,” I 

involving private deals in which market I 
makers, in effect, purchase order flow I 

from retail firms by paying rebates for I 

agency orders routed to market makers I 
fur execution . 19 Indeed, while the H 


14 In (hi* context the Commits ton note* th«i 
there era * number of competing small order 
execution system* available in the OTC market that 
market maker* could utilize a* an alternative to 
SOKS. 

14 See 14 . Seruritie* Exchange Act Relw No- 
19622 (March 22.19K3J (approval of Pacific Stock 
Exchange, Inc. (“PSE”) rule change imposing 
charge* on PSE specialist* and option marker 
maker* uae of the Intermarket Trading System I 

•• The Commission'* primary concents in thi* 
•ree have been the posnbility that a market maker 
may not always provide best execution to order* a* 
which it pays rebates, and failure to disclose to 

Com *** 4 
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Commission has expressed concern in 
this area, and understands that the 
NASO is investigating the area, the 
Commission does not believe that those 
concerns are relevant here. Specifically, 
in (he present case, the fees are uniform 
and public; in addition. SOES is 
structured so that orders are executed 
only at the best NASDAQ market 
quotations, thus precluding inferior 
executions as a result of order flow 
decisions based on rebates. 17 

Approval of Rule Change 

In light of the above considerations, 
the Commission finds that the approval 
of the rule change until July 1.1986 is 
consistent with the requirements of the 
Act and the rules and regulations there- 
under applicable to the NASD and. in 
particular, the requirements of Sections 
11A and 15A and the rules and 
regulations thereunder. 


It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act, that the 
roposed rule change referenced above 
e, and hereby is. approved. 1 * 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority. 

|ohn Wheeler. 

Secretary. 

[FR Doc. 85-4352 Filed 2-21-85: 8:45 am) 

BILLING COOC 9010-01-M 


DEPARTMENT OF TRANSPORTATION 

Research and Special Programs 
Administration 

Grants and Denials of Applications for 
Exemptions 

agency: Materials Transportation 
Bureau. DOT. 

Renewal and Party to Exemptions 


action: Notice of Grants and Denials of 
Applications for Exemptions. 

summary: In accordance with the 
procedures governing the application 
for, and the processing of, exemptions 
from the Department of Transportation's 
Hazardous Materials Regulations (49 
CFR Part 107. Subpart B), notice is 
hereby given of the exemptions granted 
in (anuary 1985. The modes of 
transporation involved are indentified 
by a number in the "Nature of 
Exemption Thereof’ portion of the table 
below as follows: 1—Motor Vehicle. 2— 
Rail freight. 3—Cargo vessel, 4—Cargo- 
only aircraft, 5—Passenger-Carrying 
aircraft. Application numbers prefixed 
by the Letters EE represent applications 
for Emergency Exemptions. 


Ho 
3W5-P. 


No 


Rogu*feon<ft) aflacled 


Nuhrt of ouampSon toaraol 


WK. 

»»-X_ 

333 &-X. 

M6-X- 

4?»-X _ 


5QO-X 
50«-x 
50OX 

Ut7-X. 
IN7-X 
• W7-P 


OOT-E 3095.. 

OOT-E 309* ... 

OOT-E 3330 
OOT-E 3330 . 
OOT-E 3496 _ 

OOT-E 


Dow CMmtctf Company, WkXurxJ Ml . 
Dow* Sc t+rrtj*vm Inc. Tmm, OK- 

Babcoc* 4 WScox. Lynchburg. VA_ 

Tetadyn# Waft Chang Albany Corp. 
Afcany. OR 

U-8 Department of Defense, Watfv 

DC 


49 era 173 now. 173245 (a). 173245(a). 
173 263(a). 173254. 173252 173259. 

178.342-5. 17*343-5 

49 CER 173119(a). 173245 (a). 1732444a). 
173 2634*). 173 254. 173 263. 173259, 

17*342-5. 175.343-5 

45 CFR 17321405. 172214(d)___ 


49 CFR 173214(51. 1733U<d) 


OOT-E 4453... 
OOT-E 4726... 


OOT-E 4803 _ 
OOT-E 5022 
OOT-E 5022., 
OOT-E 5022. 
OOT-E 5263 
OOT-E 6207 . 

OOT-E 62*7 

OOT-E 6267... 

OOT-E 6257 _ 


US Ooparvnam of 
mgtorv. OC 

ASM Cootrac a n g. Grovu Qty. PA T 

US Department of Energy. Wasting- 
Ion, DC 

Sowttvww4am (nduatnal Qeanmg Serv¬ 
ices. Inc.. EnMay. AL 

US Oapartmam of Defense, Waw 
•ngton. DC 

Unnad Techoto^es Corp. San Joaa. 
CA 

Morton TtaoAoL toe, Ebton. MO_ 

Dow Comtog Corponfeon. Mhdtond, Ml 

Bio-Lab, Incorporated, Conyars, GA _ 

UT1CO Corporation. Paterson. NJ _ 


Coaataf tnduat/m. Incorporated. Cart- 
scam. NJ 

94 _ 


« CFR 14602-22. 14609. 14629-100. 

14629-43. 176.3. Pwt 107. Subpan B. Pan 
175 Subpan 8. Pan 177, Parts 172. Pwt» 
174. Subpan C, 0. F. H. Subpan l. J L M 
Subpart N.O. 

19 CFR 173 134. 17387 _ 


I CFR 173.1144090) . 
I CFR 173245_ 


49 CFR 173245. 173 245. 173249. 173263 
173272. 173269. 175343-5. 

40 CFR 174 10NU 174 10444). 174112(a). 
174 55 177 634(1X1) 

49 CFR 174101(U 174.10444). 174 112(a). 
174 55, 177S34(U(1). 

49 CFR 174 101 ( 1 ), 174 10444). 174 112(a). 
17456. 1775340X1) 

49 CFR 173245(a)_ 


49 CFR 173 154. 173217(a). 
49 CFR 173154. 173217(a) 
49 CFR 173154. 173217(a). 
49 CFR 173154. 173217(a) 


To bacoma a party to Examptpn 3095 (Mode* 1. 3) 


To autoo m uaa of a norvOOT apectocabon cargo 
■Npment of oalan (azanbui maianali (Modus 1,3) 


tank, tor 


To ranaur and to autoortre a 5 gaAo* capacay OCT Spacrftcaton 
37A as aadaonal conanai (Modat 1. 2) 

To autoortia hatoaim mala* powder as an addnionaf commodfy 

(Modus 1.2) 

To autoorua aanapon of vefectos loadad unto nutoi 
diet e d at exptoe** A B or C and otoar haxardous mats 
t, 2 2) 


To auchonre uaa of a norvOOT tpocrtcaton aKmanun prasaura 
vessel, tor irsntportatioo of oanain py*otonc muture (Mod# 1) 
To btcoma a parry to Exemption 4453 (Mods 1) 

To autoonae transport of certain aquM matal fluondn tn non- 
00 T tpar i it ca ftt on monal cybndara. ovarpacliad a a strong 
wooden bo* unto cushioning msianai (Mod# 1) 

To become a party to Exampepn 4503 (Mod# 1) 

To autoortre f upmant of certain Class A and data B axptosrva# 
in temperature oondoied aqupmant (Modus 1, 2) 

To autoortre sMpmar* of car taxi data 8 axpto***s n temper e- 
tors oontroBad ocxxpment (Modus 1, 2) 

To autooma eftpmarrt of certain Class A and data 8 arptoarvaa 
to tamparaiura o o nt rcAed equipment (Modus 1. 2) 

To autoonra transport of tnfluoromtohana auftonc add to a now 
DOT apacAcabon ttamfess stee< oontaner (Mod# i) 

To auihonxa uaa of OOT and norvOOT ipectocetion double-faced 
ttoarttoard bonus, lor shpmunt of cartato oodumg mafeoals- 
(Modes 1,2 3) 

To autooron uaa of DOT and norvOOT spuctocabon doubia-tacad 
(toarboard bo* os. tor efepment of osnato ondung mature*• 
(Modes 1, 2 3 ) 

To autoome uaa of OOT and norvOOT apeetoeaaon double faced 
fibarboard born tor shipment of oartain ondumg materials 
(Modes 1.2 3) 

To baeoma a party to Exempeon 5257 (Modus 1, 2 3) 


Roomers In confirmations of otherwise these 
which are ultimately passed on to 
J"" 1 *"' Sn> Letter to John R. Ptnto. |r.. Senior 
Prt.ltleni. NASD, from RicJurd G. Kelchum. 
wwtur D,vision of Market ReguUtlon. SRC. dated 
l^berS, 19M. 

An additional concern with the tale of order 
•>w i. the potential effect it could have on the OTC 


market by orienting competition fur order flow into 
rebates rather than quotation competition. The 
Commission notes that SOES is structured so that in 
the near future, unde*ign*ted SOES orders wiU be 
routed to market makers only if they match the 
Inside bid or offer, aa the case may be. in NASDAQ. 
This enhancement of SOES should cncourog# 
quotation competition. The Commission Is • 

concerned, however, that Initial activity in SOES 


has occurred primarily through designated orders. 
The Commission requests the NASD to Include an 
analysis of the use of preferenced and 
unreferenced orders In SOES in its annual review 
of the system. 

10 The CoramifsorL today, also has approved on a 
permanent basis SR-NASD-84-28. which describes 
SOES See Securities Exchange Act Release No. 
21743 (February 12 1965). 
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Appacaaon 

NO 

Ei amp ton No 

5295-X 

OOT €9296 

5325P _ 

00T-E5325 

MIFF 

DOT E 6416 _ 

5454-X _ 

DOT-E 6494_ 

6693* _ 

DOT-E 9593_ 

5629-X^,_ 

DOT-E 9929 

6656 X _ 

DOT-E 8699_ 

9792-X _ 

OOT-E 8792 

6762-P _ 

OOT-C 8782 

8792-X _ 

OOT-E 6782 

8773-X _ 

OOT-E 8773_... 

9674-X _ 

OOT-E 9974_ 

6874 X_« 

OOT-E 6974_ 

p 

OOT-E 6954 

7052-P_ 

OOT-E 7082_ 

7052-P __ 

OOT-E 705* 

7052-P _ 

OOT-E 705*_ 

7052-P _ 

OOT-E 7052_ 

7641-X 

OOT-E 7641- 

7709- X - nT _- 

DOT-C 7708 _ 

7765-X _ 

OOT-E 7785_ 

7634-X . 

OOT-E 7634 

7KI6-P _ 

DOT-E 7635 — 

7935-P _ 

OOT-E 7935— - 

7973-X 

OOT-E 7973—, . 

7969-X. . 

OOT-E 7989_ 

8009-X _ 

OOT-E 9008_ 

80*3-X 

DOT-E 9081 _ 

8094-X _ 

OOT-E 9054_ 

9094-X —„— 

DOT-E 9884 . 

8056-X 

DOT-E 9068 

8119-X_ _ 

DOT E 8119„. 

9129-P _ 

DOT-E 9129. _ 

6129-P _ 

OOT-E 6126 

9129-P _ 

DOT-E 6129.... 

812P-P_ 

OOT € 9129. - 

8129-P _ 

OOT-E 0126-— 

9129-P. _... 

OOT-E 6129_ 

0129-P _ 

OOT-E 9129.- 

•120-P _ 

OOT C 8126_ 

8129-P _ 

OOT-E 6129_ 


Renewal and Party to Exemptions— Continued 


AppfiClfH 


Ragutokonf*) artactsd 


Nature of I 


Unroyal CNpmrca* Bethany. CT 


ASM CoofracttOQ. Grove C%. PA_ 

W4U* Elk* Company. Fnvx>. CA 
kNGUS Chamcal Company. North* 
brook. L 

rtrototfii Company. BanMa 

(.OIL 


46 CFR 1 r3377fco/ 


49 CFR 173 1544a) 

49 CFR 173457(o>_ 

49 CFR 172-101, 173149a 


49 CFR 173249laK7) 


ChMon Metal Product* OvMOft. CNF 

ton W1 


Conbnanlal Product* of T<«v 
l TX 


49 CFR 173 304UH1L 173 3DS(cl 1733 


49 CFR 173304 17695 


49 CFR l732MCbK?l 1733 


Tmp Corporation. Ocmmti. OH . 

Mam Una Orautoutor* inc. Am® oi 
L PA 


49 CFR 1732059>X21 1753 
49 CFR 1?3296(bH7) 1733- 


El du Pont da Namnur* A Company, 
Me WamMflton. 06 
UHkx A Co. iU$A), Me Ham York. 

NY. 

•Cl 

ton, 06 

Thormoj fcnargy Corp. Oaflaa. TX- 

Motorola. Me. ScAam6u>9 -— 

9tngor Company. Amancan Malar Dm- 
.PA 

Ganoral Dynamic*. Fon Worth. TX_ 

H aAfrr to n Sernesa. Duncan, OK- 

Smarm fMutant Lmm, ltd. Oak 
MICA 

HTL Indua**©*. Me. Quart* CA 


49 CFR 173.3144c)_ 

49 CFR 172.101. 173370(4)03 
49 CFR 172 101. 173370(aKl3).. 


49 CFR 173103(4*. iTXttfcL 177 A35lQK7Xn 

49 CFR 172.101. 1753_- 

49 CFR 172.101. 1753- 


49 CFR 172.101. 1753 - 
49 CFR 172101. 1753 
49 CFR 17*90510- 


49 CFR 173302(41 1753, 1794* 


Moo* Me. Tamp* FL_ 


49 CFR 173 302(4X4). 1753- 


nfltA DC 


d D skaraa. Waatv 


49 CFR 17330691X41 1753 


Suneu. MoorporafeadL Oartorta, NC_ 

UncoM fro Inna Me. BMon RouQt. 
LA 


49 CFR 177 849. Part t07 Appan BO). 
49 CFR 177 94* Pin 107 /tops n 9(1) .. 


49 CFR 173353a 


Crosby A Overton Me, long B eec h . 
CA 


home Clfy, OK 

M.rt*on Navoabcn Company. San 
Francisco. CA 

EJ. du Pont da Nemours A Company, 
Me. WAranuton. Ot 

Maco CKuimlcal* Sail taka Ory. UT— 


US Department of O a tana * Wash- 

Mgton.DC 

BJ Serves* Houston. TX_ 


49 CFR 173119(a) M* 173245(a). 
173349UL 179340-7. 179342-* 179343* 


49 CFR 172.101. 17330i(dMZL l73302)aK3). 
49 CFR 172101 Cokmm 7(0 only_ 


49 CFR 17398faX5) . 


49 CFR 173 950X51 


U* Oapartmam or 
Mgtorv DC 


Cantor Saaftts, WA 


fyaMY 

Spancar KakogQ OMsion ot Textron. 
Me Buffalo NY 

Syntos (USA) toe, Palo AHo,CA, 


toe. Fort Colin* CO 
HaiMal £ma»onmant Group. Me . But* 
kdoNY. 

Oemreat Proce sso r * . Me. Saelfla. 
WA 

Resource Recovery Corporaoon. Seat* 
tta WA 


49 CFR 17210V 172.102. 173l»6<bL 173119. 
173.205. 17397 

49 CFR 173119(a) cm) 173245(a). 
173293(a). 175 342-5. 179 343-5. 


49 CFR 177*34(11 Pan 173. Subparti 0. E F. 
H Sutotoi ICLII O. 

49 CFR 177934(1). Pwl 173 Subpert* 0. E. F. 
H Subomts X. L M O 

49 CFR 177 834(1.). Part 173. Sufiparta 0. E. F, 
K Subpart* < L. M. a 

49 CFR 177 934(10. Part 17* Suboarta D. E. F. 
M. Subpart* K. L, M. O 

49 CFR 177 834(1). Pwl 173 Stbparts 0. E. P, 
K Subparts K. L. M. O 

49 CFR 17793401 Pan 17* Subparts O 6. F. 

M $t*par1a K. L. M. (X 
49 CFR 177 634*1 Part 173 9ubparta 0. E. F. 

K Subparts H.LM.0 
49 CFR 17793401 Part 17* Subparto D. E F. 

K Subparto h L MO 
49 CFR 177 934(h). P*1 173. Subparto 0. * P. 
K Subpart* K. L M. O 


To aufhoroa addtoonal bag pack*w tor a am po rta hrv * 
oartorrt CM 0 po*.oa to DOT SpecAcaaon 440 
papa* bag* (Modaa 1. 2) 

To bacoms • party 10 E**rrpaon 5325 (Moda 11 
To bacoma a party to Exempt** 64 ta (Mod* 1) 

po m mod to ai (Mods 1) 

To authortza totpmant of a commm metam* to a DOT Spec Ac* 
51 portabla tar*. RArda U H Hf 

To autoORxa uaa of a modAsd DOT Soecacakon 46 dAndo* o I 
trampo'alon of carta* gates or nsrtcra ot ga*e* or a f 

ardoua mataral and a gat (Modaa ' 4.5) 

To autooraa uaa of a modbad DOT Spseftcakon 39 tia* I 
cytndor. »o» hantporaaon of a esnart Qammabto ga* (Moon 
V?) 

To autoortta aanaoort of t 

M 

1 1.2 34) 

To b aooma a party to Esamptpn 9762 fMhdaa V 2 3 4) | 
To authorira traraoort ot chamcai luto r ptoanc mads r..cto* 
paeftad in plasuc bo»a* omrpacaad to kbaiboa'I ;o« 
(Modaa 1.2 3.4) 

To authom* topnM of a bamraak to oomivaaaad ga* *» • (XX 1 

Spactocafion 10&A903W lank car. (Mods 2 ) 

To authorua irtruport of todNm and poMaum eyanatof ~ row 
DOT apactocabon aoodan boas* (Modaa V 2 3) 

To autoonra Vanapon of aodum and pauaamm cyandss ' ton 
DOT apo<yeahon srondan bo>a« (Mocto* V 2 3) 

To bacon* a party to Eiampaon 9994 (Mods 1 ) ■ 

To baooma a party to E*ampaon 7052. (Mods* 1. 2 3. 4) I 

To baoomo a party to Enarspoon 7052 (Modaa 1. 2. 3. 4) 

To baooma a party to Ea arwpbon 7052 (Modaa 1. 2. 3. 4) 

To bacoms a party to Ejarspaon 7052 (Modaa 1. 2 3. 4) I 

To autoc^taa camaga of motor vaKtetoa aboard cargo *a»v- y *a | 
battory cabtoa oonnactod (Mods 3 ) 

To authonta carbon dtomds nah 2% by votwma hakim. ncrfa» 
maot a ga* at adMonaf commodify and to metuds an ad—nr* | 
daspn pnncire wuaaal (Moda* V 2 4, 5) 

To autfxmra mamdaclura. martmg and tala of nonraMar « nen I 
DOT tpacAcaaon praaaura auto tor banaportaiicn c ctm | 
praaaad gawm (Modaa 1*4) 

To auatom ttwaport of norAjaM) suitor hamrfluordt* n e» 
tam x-ray mactoa«aa ovarpacaoo to saong «oo> o* tr | 
board bo«aa (Modaa V 2 3 4, 5) 

To bacoma a party to EsampHon 7535 (»4oda 1 ) 

To bacomr* a party to E»ampOon 7935 (Mod# 1) 

To audtonra uaa of «on-OOT spactocahon Mlarmoda partial I 
Sanaa, tor tranaponaaon of a Qaaa B poaon hqud (Med* 1 [ 
3) 

To auMonza transport of . 

norvOOT apookcadon mgk c o mpartmant cargo lank* i 
10 OOT Spaciftcadon 307/31? ascapt tor bottom *S | 
orcxmlenanhai ramtorcamant (Modus 1 ) 

To autWtor uaa Of DOT Spa&acatxto 3AAX cyfedun mad* 4 1 
4T30X stsaL tor t aR d M Ok 0f 9 OOMPMRMd laukfkj 
(Mods V) 

To authonra stowsgu ot carbon bacJkda (or carbon dturv* r< 
rartnf rtead uaaaal* also ca rrym g asploarvn 

condikon a approval by the Capiatn of the Port Mod* If 
To autooma tanaport of Oaa* A a a to a rma conMwto 
Man 5% of morttura m ptoMc kiba* ouarpadad r X 
Spacrkcaoon «roodan or kbarboard boaaa (Mode* UH j 
To autoon*a frantoort of Claaa A aaptoanra* oomaon^ 
than 5% of mcMahaa m plasPc tuba* ouaroatfced n OCT 
SpaciAcauon aoodan or kbarboard bom (Modot 1 ? >M 
To autoonta aanaoort of a china rraatiia ccmauung | 

maianart. packed m a aoodan boa (Moda 1.) 1 
To authonaa uaa of a norvOOT spaoAc a tcn cargo tank do*?** 
and oonstructad m kd compkanca erth OOT Spaerfek ^ 
307 or MC-312 mto cartam avpackona. tor ppraperUJen 4 | 
carta* oonoanm and flamnubla kouda (Moda i) 

To bacoms a party to Enampoon 8129 (Moda 1 ) 

To baooma a party to E»ampban 9129 (Mods i ) 

To bacoms a party to Examp bon 9129 (Moda 1 ) 

To baooma a party to Exampoon 8129 (Med# i) 

To bacoma a parly to E xa mpko n 8129 (Moda 1 ) 

To bacoma a party to Examphon B129 (Mods 14 

To bacoma a party to Exampbon 9129 (Moda 1 ) 

To bacoma a party to Exampfion 8129 (Mods V) 

To bacoma a party to Exampkon 6*29 (Moda V) 
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Renewal ano Party to Exemptions— Continued 


Mpkcaaon 

Np 

Examphon No 

Appear* 


OOT-E8129 „ 

C l du Pod de Nemoixa 6 Company. 
Inc. Wttnsngian. OE 

6*29-P — 

OOT-C 8129_ 

Ennronmontoi Technology Speoatoy 
Services Watt Oesiar. OH 

e^9-x_ 

DOT-E 6129 _ 

Monsanto Company, Sent Uxm. MO 


OOT-C 8129_ 

Goneral Motors Corporation. Oebofi. 
Ml. 

_ 

DOT-E 8129 _ 

Umveratty of WasNngton Saacte. WA 

ei?9-x_ 

OOT-E 8129_ 

Unrvoraby of MarytondL Cototgt Pan. 
MO 


OOT-E 6129 „ 

Weywltweusar Company Tacoma WA 

B179-X_ 

OOT-E 8129_ 

Hops "ys AgncuRurai Chemcal Compa 
ny, Madoon, V»\ 

__ 

OOT-E 0129 _ 

000 Dwtronmantol Management Cor 
poraborv Buffalo. NY 

_ 

OOT-E 8129.. 

Thomas Gray 6 Associates. Inc. 



Orange CA 


DOT -E 8129 _ 

OAJ Transportation Spacekat Inc. 
Uvorpod NY. 

»t?3X_ 

DOT-E 8129_ 

Orson Carbide Corporation, Danbury, 
CT 

0*29-X_ 

DOT-E 8129 _ 

Urvon CartMde AgnoXtural Produc* 
Company. Danbury, CT 

•141-X__ 

OOT-E 6141,„. _ 

The Bocmg Co. SeitOe. WA __ 

8»:-X_ 

OOT-E 8381 _ 

y allow Spnng tnatnjmed Co. Inc.. 
Yaftow Spnng. OH 


OOE-E 6386 

JJ Mauget Co, Bubark. CA _ 

M07-X_ 

OOT-E 8407 _ 

Ocodantal Chonacal Corp. Negei 
FA NY 

W45-P_ w 

OOT-C 8446_ 

Northwestern lAnfvervfy Evanston. 3— 

M45-X_ 

OOT-E 8445_ 

Ro*na Enwonmontai Sarycea. Inc, 
Chadda Font PA 

944!nf»__ 

OOT-E 8445-. 

SET Uquto Waste Systems, tot. 
Wheeling. IL 

t t t 

OOT-E 8446—_ 

Envvonmwnul Technology SpecwHy 
Serves*, Wait Cheater. OH 

044S-X 

OOT-E 8446_ 

Advanced Envtrpnmantal Technology 
Corp. Handers, HJ 

B445-X .mm« 

OOT-E 8446 

Envronmentel Transfer Corpora Son 
Ftandera, Nd 

kws-p__ 

OOT-C 8443_ 

Enwonmantal Response, toe.. Nash- 
vfite. TN 

W45-P __ 

OOT-E 8446_ 

Radwc Research Corporation. Brook 
lynNY 

64454>_ 

OOT-C 8445_ 

Resource Recovery Corporation, Seat 
9a. WA 

6445-P__ 

OOT-E 0446_ 

Chamscte Procoaaori, Inc . Saattia. 
WA 

Vttong Explosives 6 Supply. Inc. Mt> 

6453P._ 

OOT-C 8453_ 

6472-X_ 


beige. MN 

DOT-E 8472...— 

Ohmart Corporatda Ctoannah. OH _ 

W60-X_ 

OOT-C 8480_ 

The GVtette Company. Boston MA . 

046’-X_ 

DOT-E 0487..*_ 

Brunswick Corporaaon. Lincoln. NE 

0468-X_ 

OOT-E 8488 —_ 

Cba-Qalgy Corporaton. Ardatey, NY 


DOT-C 6509. 

BASF Wyandoha Corpora ton Parao- 



pniv.nj 


Regulation^) affected 


Nature of e*emptcn Ihereof 


49 CFR Pan 173 SuNwIi D. E. F. 

H Sutoar* K. L M. O. 

43 CFR 177 8344k). Par1 173. Sufc*>*rti D. E F. 
H Subpar* K.LM.0 

49 CFR I77634<k). Ptet 173 Subpar* D. E. F. 
H. Subpar* K, U M O. 

49 CFR I77434<k) Part 173. Subperte 0. E. F. 
H. Subpar* K L M. O 

49 CFR 1778344k). Part 173. Subparts D. E. F. 
M. Subpar* K, L M. Q. 

49 CFR 177 834(kk Part 173. Subp** 0. E. F. 
M. Suboar* K. I. U. O 

49 CFR 1778344k). Part 173. Subperta 0. E, F. 
H. Subpar* K, L M. O 

49 CFR 177 834(k). Part 173. Sutpar* 0. E, F. 
H. Subpar* K.UM.0 

49 CFR 177834(10. Part 173 Subpar* D. E. F. 
H, Suboar* K. L M, O. 

49 CFR 17783400. Ptel 173. Subpar* 0. E. 

F.M. Subpar* K.L.M.O. 

49 CFR 177 834(H). Part 173, Subpar* O. E. F. 
H Subpar* k L M. O 

49 CFR 177 8340). Part 173, Subpar* D. E. F. 
H. Suopam K.LM.O 

49 CFR 177 634(H). Part 173, Subpar* a E. F. 
K. Subpar* K.UM.O. 


49 CFR 17J.10I, 173 206. 173.247 
49 CFR 173 061. 173 862. 1763... 


49 CFR 172101. 172 400 


49 CFR 173246. Pan 172. Subpart C_ 


49 CFR Pan 173, Subpart 0. E. F. and l 
49 CFR Part 173. Subpart D. E. F. and ► 


49 CFR Part 173. Subpwt a E. F. and « _- 

49 CFR Pari 173. Subpart a 6. F. and M _- 

49 CFR Part 173. Subpart a E. F. and M _ 

49 CFR Part 173, Subpart 0. E. F. and M _ 

49 CFR Part 173. Subpan O. E, F. and M_ 

49 CFR Part 173, Subpart D. E. F, and M _ 

49 CFR Part 173. Subpart a E. F. and H. _ 

49 CFR Pan 173, Subpart D. E. F. and M_ 
49 CFR 173.1148 __ - -. 


To authorize shpment of cerum wane hazardous rratona* 
pecked m bodes surrounded by abaorbant matonal ovwpecked 
« DOT SpaoAcabon 3’A. 17H or 6J drum* (Mod# 1) 

To bacon* a party to Exemption $129 (Mod# 1) 

To authorize enpment of certan waste hazardous malar** 
packad m botitee aurroundad by abaorbant metenel overpecked 
to DOT Specification 3 7A. 17H. or «J drums (Mode 1) 

To become a party to Exemption 6129. (Mod# 1J 

To become a party to Dampbon 6129 (Mo* 1) 

To eutoonze ehpmont o* certain waste hazardous fltetonata 
packad m botaea aurroundad by abaorbont material ovorpackod 
in DOT Spaofcafion 3 7A. 17H. or 6J dnime. (Mod# 1) 

To bacoma a party to Cxampbon 6129 (Mode 1) 

To authorize sNpmorfi of certain waste hazardous mstenate 
packad m botfee aurroundad by abaorbant material ovwpecked 
to DOT Speofcabon 37A. 17R or 6J drum (Mod* 1) 

To bacoma a party to Eaempbon 0129 lUode 1) 

To bacomo a party to Exemption 6129 (Mod# 1) 

To bacoma a party to Exemption 6129 (Mod# 1) 

To audiorua moment of carton waste hazardous maianafa 
packed m bottles aurtudid by absorbent malarial ovorpecked 
to DOT Specification 37A. 17H. or 6J druma (Modo 1) 

To authorize sNpmenf of cartam waste hazardous malana* 
packad to botaea anounltd by abaorbant matenaJ overpacked 
to DOT Spaofccofion 37A. 17H. or 0J druma (Mode I) 

To authonza transport of todhtouai cats and modutoa contatog 
Of ifM ccrta cx/>iiwg Nu turn nouv irW wny» crvono# 
non DOT apeoVation wooden boxes (Modes 1. 3) 

To eutoortze too atwpmont of a temperature measuring dav«ca 
containing amafl guanmwa of gatKtm matal m non-OOT apeafi- 
caton paokagmg (Modaa 1. 2. 4) 

To autoortte rail as m addteonai moda of •ransportavon (Modes 
V 21 

To autoonza Har*port aathm plant Ovar pubfec N^iwiy. vanoua 
waata raaiduaa. daaaad aa corroafvea homda. no a. without 
toRvg P*pai to non-OOT apacrfecaHon podibo tanka 
(Moda 1) 

To become a party to Eaempbon 8445 (Moda t) 

To authortza sftpmar* of aartoua hazardous subsMncea and 


49 CFR 173 302. 1745. 


40 CFR 17324(a)(1). 1763 Par* 172. 177 _ 

49 CFR 173J302(aXU l73 304(aK2). 1763 
17844 


49 CFR 173154. 173182. 173217. 173249b 


49 CFR 173283(aX9t. 179201-1_ 


oontaaiara, oaarpackad to a DOT Spacrfcaaon ranovd* haad 
•loot. Hbar or pofyafhylana drum, ocfy for toe purposes of 
cfcapoaaf rapackagmg or raproceung (Moda 13 
To bacoma a party to Etampbon 8445 (Moda 1) 

To bacomo a party to Exemption 8445 (Mode I) 

To authorize aNpment of venous hazardous substances and 
waaiaa packad m meats ptasHc. gUu. earthenw a re or me*i 
oontainera. ovarpacked m a DOT Spacdcabon removabto head 
aaeat. fiber or polyethylene drum, ore* tor the purposes of 
dapcaal. repeckegng or rapro c aaw ng (Moda 1) 

To atrthoriz* ahpmant of vanoua hazardout aubatoncaa and 
wsaioa pa ck ad to marda ptaabc. gta»a. aarlhanwara or mocai 
contamara. ovsrpacked to a DOT Specification removable head 
stoat. Ibar or potyathytene drum, onfy lor toe purposes of 
dapoeat. rspacka^ng or raprooseamg (Mods 1) 

To bacoma a party to Eaempeon 8445 (Moda V) 

To become a party to Esompbon 8445 (Mods 1) 

To become a party to Eaempeon sees (Moda 1) 

To bacoma a party to Eaampaon 6445 (Mode 1) 

To become a parly to Eaempeon §453 (Mode 1) 

To authorize uee of non-OOT epecdcebon. metal atogto top. 
marts comwner. lor sNpment of a notata m ma b fs gas (Modes 
1,2.3 4.5) 

To authonza transport of a flammable gaa to a device whch 
•bows a #ow rale of laakaoa of the gaa (Modaa 1. 3 3 4) 
To autoonza marvfectase. martmg and sale of non-OOT apec*- 
cettpn fiber wnforcad ptoaac ak^ntoum knad M compoaite 
cylinder't. tor ahpmant of a cartan nonflammabto oompreeeed 
gaa (Modes i. 2 3, 4 . 6.) 

To authonza a*pmenf of certain oudnri a p oiaon B. waste 
arsenical nwtjra. and a corrosive metenei m cokapabie pofy- 
•fhylene-ined, woven polypropylene bags hawng • capacity nd 
eicaedng 2200 pounds each (Modes 1. 2. 3) 

To adhonze uee of a salary rakef vafva to hau of • safety vent m 
DOT Spactocabon lltAiOOWS tank car tanka, tor tranaporia- 
aon of hydrocdonc aod (Mode 2) 
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Renewal ano Party to Exemptions —Corimued 


E**mp*on No 


RegrtakonU) affected 


Nakae of w iwipxyt teeof 


9*19 M 


•519-X.. 


DOT-E 9519 


DOT-E 9519. 


PoNb Ocw UtM. Gd»no, f 


ConMW Utt. UnM, Etoe 
NJ 


46 OR 17ft 906(L) 


49 OR 17990564 


OOT-E 


1 Sfrfsot Packaging. Sam Fs. CA„... 


49 CFR 177*390). 177 M9(t» 179190. I 
173Subp*1f 


W»-X 

•we-p 

9526-R 

1554 X 

6634-P 
15544 

•954-* 

•554-X 

•554-* _ 

B56-P 

•572-X 
9627-P. 


DOT-f I 

DOT-E 9526 
DOT-€ 652ft 
DOT-E I 


DOT-E 0694 
OOT-E 9554 


OOT-E 6654 


OOT-E 6654 


OOT-E 6554 


•645-P 

•545-P 
6645 -P 

6645- P 
•645-P 

6646- X 

•746-X 
•760-X .. 

•645-P 


OOT-E 0656 _ 

OOT-E 9672 _ 

OOT-E 6627 _ 

OOT-E 6646 

OOT-E 6645 

OOT-E Sft45 

OOT-E 6645 _ 

OOT-E 


•645-P 

tmrr-p 

mrr-% 

•990-X 

noft-x 

•904-X 

690ft-* 


DOT-E 6645 
DOT-E 8645 
OOT-E 0646 

OOT-E 9740__ 
OOT-E 
OOT-E 6645 — 
DOT-E 6645. 
OOT-E 8645..... 
OOT-E 8677 
OOT-E 9677 

OOT-E 6690_ 

OOT-E 9999— 

OOT-E 6904- 

OOT-E 6906 - 


The Cleveland. Columbus 6 Oncmnaa 
H i gh way, lac. Cleveland. OH 
Be-Mac Transportation Company, me. 
91 loom MO 

El du Pont do Nemours i Company 

y^i 44 r f m in ■full nC 

TC , UL 

MM Oomractng Grove C6y. PA - 

Wampum Hardware Co* Near Cartas. 
PA. 

Ausfin Power Company. O s tal an d . 
OH 

Et du Pom da Nwnoui 4 Winanp- 
lon, DC 

Mnab Powder Company. Mteng. 


Uraon Cartvdo Corporation. Danbury 
CT 

American Eiptoa/vot. Inc, Haydon 
lake. «0 

laSalia Tate 6 Serve*, Inc. Jana. 
LA 

Wampum Mamifactumo Co. Seneca- 

mm. on. 

Wampum Sup p fla i Co. New Gate. 
PA 

Wampum DfeUftmttng Co. New Gaft- 
toe. PA 

AAM Cartoacflng. Grout CPy. PA - 

Vmairong Expcawes Co, KiBanrsng. 
PA 

Nonham Ohio Exp***** Inc. Forest. 
OH 

Baftw o r * Mmc Supply Co. Inc. flush¬ 
ing. NY. 

Marshal Hyda imo'po'atad Port 
Huron. Ml 

Battalia. Pac*c Northwest Labomto- 
ffek Remand WA 

Barton S chema. Inc, Oat Momaa. (A__ 

Alaghany Nuclear Surveys, me, 
WaaKvv WV 

Four Way Logging 6 Partomrtig. Inc, 
Colorado cay, TX 

Motrtm o a Logging 6 Perforating 
Corporatwn. Vienna. WV 


49 CER 173304. 173 319 


49 CER 177 634(1 )U)i>) . 


49 CER 177 •34<IK2)(0 


49 CER 17X1144. 173154. 173 93 

4ft CER 173114a. 173.154, 17193 - 
49 CER 173.114a, 17*164. 17393- 


To authorize rtowega of motor vohetos oontanng i 
thwr fuel tow*. classed at a Awnmabie ted m tha w.** 
cargo compartmam asm ote hazardous matanaN on spt 
aquppad roa-on/ioA-ort cargo vessel* (Modal) 

To author*# stowage of motor vatteto* contarvng gaso'.< - a 
thaa tuai tor**, daaaad at a ftammaOM ted <n Via tarv 
cargo compartmsnt erth other hazardous matonato on aprceh 
•quOpH roftcn/roft-oE cargo mim (Mode 3.) 

To autetze manufacture martung and tala of norvreuxxc* 
expanded po*y*ty*fihe esses ***** to DOT Specification A 
QAcapt that a wrt mcorporata 0 cavibet » co ntsm nor 
than a 5-pmt bottles. or ft 20-otmca boWa* tor Maprv i rf 
that* oommod o aa praaanOy authorized m DOT-33A (Mov* i 
**) 

To author®# uaa of norvOOT Specification IMCO Typa 5 perue* 
tarda, lor tranaponation of dammars# and non6ammawi» cow 
pressed gaaaa (Modaa 1. 2. 3) 

To become a parly to Exemption 9526 (Moda 1 ) 

To bacoma a party to Esampfton 6526 (Moda V) 

To autionsa an artrtaonat design cargo larA motor wids 


4ft CER 173.114a, 173 154. 173 93. 
49 CER 173.114a, 173.154. 173 93 
49 CER ITS 114a. 173 154, 17*93 


49 CFR 
49 CER 
46 CER 
49 CER 
49 CER 
49 CER 


173.319(a). 17ft 76(h)(4) 


mu 

To bacoma a party to Esampoon 8554 (Moda 1) 

To airfhonra trameort X propa«am tm to m u 
and ondiaiL m a DOT Spacifccabon MC-306, MC-3t; ’ am 
MC-312 cargo lank (Moda 1 ) 

To auihortfa transport of propaflam npiomva blasting sqaa 
and omdaors at a DOT Spadftcalion MC-306. MC-307 arc 
MO 312 cargo tank (Moda 1) 

To authors# bantport of propaaana axpiovwia. bltsLng ,.^s» 
and ontearm. n a DOT Specification MO306. MC-3C ’ rt 
MC 312 cargd tank (Mode t) 

To authortxo transport ot (ropdint axpAosiwaa, blasbng aqcrai 
and omdzamm a DOT Specification MC-306. MC-X H 
MC-312 cargo tank (Moda 1) 

To bacoma a parly to Exemption 0556 (Modes 1. 3) 


17*101, 172406, 172506. 173114a 

17*119. 173246 176253- 

173l54(a)(i8)—-- 

173154(4)06)- 

173 154(«K1ft) . ____ 


49 CER 173 iS4fa)(l6)_ 

49 CFR 173!S4ia)(l0) 

49 CFR !7*l54(aHi«) ~ 

42 CER 173 154(a)(16)_ 

49 CER 172101. 173 100. 1739ft 


NJl 


SCM 

EL. 


SunbaNl Aaiinaa. Camdan. AR 


Paamana Gas Serve*. Seams. WA 


Kaci Hite. Me. Gulfport, MS - 


49 CER 172101. 173 302, 1753 . — . 

49 CER 17232ft. 172 334(b) -- 

49 CER 173 110(0(1). 17390(b). 173 90(c).. 
49 CER 1731KHCH1). 17390(b). 17390*)- 
49 CER 173.110(0(1). 1739O0 )l 173 60(0- 

49 CER 173.116 17*246_ 

49 CER 173,119. 173245._-_ 


49 CER 172101. 1?2204(cX3). 173*7. 

175 30(4*1). 175320(b), Pari 107. Appandn 

B 

49 CER 173319 _ 


EMC 


49 CER 173119(a) 17*11906 173 245(a). 
173 346(a). 176 340-7 ITS 342-5. 17ft 343-5 


49 CER 173365 


To authorised ihpnant ot 
and labaMod oxkkrar" m liau of BUatng Agent 
To become a party to Exemption 9627 (Moda V) 

To become a party to Eaampbon 9645 (Moda 1.) 

To bacoma a parly to Eaampaon 9645 (Moda 1) 

To b ac o ma a party to Esampaon 9645 (Moda 1) 

To bacoma a party to Exampoon 9645 (Moda 1) 

To beooma a party to Exampbon 9645 (Moda 1.) 

To bacoma a party to E a ampfiOn 6645 (Moda 1) 

To bacoma a party to bampaen 6645 (Moda 1) 


To auteoa vanaport of an aapteva pas* repaiant davea a 
•mead guantitaa. m norvOOT spacifcabon one* ft^owN 
cartons (Modaa 1 .1 ) 

To aulhonze uaa of norvOOT sp acafi ca ton oorteiars, «o» tnrs 
portaaon oI a noartammataa gas (Mode* 1. 2. 3 4 
To renew and to authorize other combuttfbla and flainmaDU 
matansia to be identified under UN1993 (Mode i) 

To become a party to Eaampaon 9645 (Modes 1. *) 

To ba co ma a party to Excmpaon 9645 (Modaa 1. *) 

To bacoma a party to Esampbon 9645 (Mode# 1. 3) 

To become a party lo Exemption 9977 (Mote 1. 2.3) 

To auMonze ahpmenr of oartam maienats daaenbod as 'me 
bie koutos. oorroaiva. nos (corroafva «o t km onfy) and cone 
»«• teds nos, n OOT-12A95 and DOT- 12965 Kflftort 
bo-aa wflh made bofte havmg a caparty no* to «»ca* 
onegaaon (Mode 1.2.3) 

To audionza carnage at CMss A. B and C axpioaivas fiai art fd 
parnwttad for srvpmeni &y am, or are m Quanataa grw^ Tar* 
those presented tor shorner* by m (Moda 4 ) 

To autoonza use of a norvOOT spacficafion ASM- OoR 
•tamped portte tana, tor transportation erf •qua*" 1 ^ 
prasMd gaaaa (Moda 1. 3) 

To author®# manulacture. rrwrtung and sale ot norvOOT *0** 
cat-on cargo tansa oomptyn g ganaraffy arth OOT Spac'^RJ 
MC-307/312 escape tor bottom outlet vahe vanaura art 
certain other Matures foi tramporlaton of tttmmat • comte 
or poisonous waste teds or sarts-sofids (Mod# 1 ) 

To authorize rtvpment of used, assanaaay empty flonur«i rf 
residual mourt of carbofiaan. packed a* a aorvOOT 
canon double wafl BQ Auto comjgsiad fibarboord bo* 

U 
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Emergency Exemptions 


Appfc*Km 

No 

f- tmiiii, ,, *1* 

n#o 

Appftcan 

R«gutabon(*: aftactad 

E£ 70®7-X_ 

DOT-E 7087__ 

Siagftar Oamcaf Company. Waa* 
pod. CT 

40 cm tra 343 173 377 

EE 936S-N ... 

OOT-E83W 

€r, K-k —«•- --- ft 

Mnijfnwvqor VVf« OfnnCM. MO- 

thoror. TX 

40 era 172.101. 17S320(aL__ 

EE 837S-N _ 

OOT-EW7S 

Pvmifl Corporate*. Wtlto, NY—_ 

40 cm 172.101 Cofcmn <m. 173*1|t>K2L 
iTSJSHaKf). mXHaKU 

EE SSTS-M_ 

DOT-E 137®_ 

MormvKD Company Si lout. MO 

40 CHI 173 38®. 173 387_ 

EE 8370-N 

DOT-E 8370_ 

Koiaor mtarnaeonal Crap Savannah. 

GA. 

4® Cf* 173 t®2fbW6)W Part 107 App SOI 


Issued in Washington. DC. on February 12, 
1985 

| K. Grothe. 

Chief. Exemptions Brunch, Office of 
Hazardous Materials Regulation, Materials 
Transportation Bureau. 

|FR Doc. 88-4084 Filed 2-21-84; 8:45 am) 

CHUNG COOC 4®10-«M4 


DEPARTMENT OF THE TREASURY 

Office of the Secretary 

Public Information Collection 
Requirements Submitted to OMB for 
Review 

Dated: February 14.1985. 

The Department of Treasury has 
submitted the following public 
information collection requirement(s) to 
OMD (listed by submitting bureau(s)). 
for review, and clearance under the 
Paperwork Reduction Act of 1980, Pub. 

L 96-511. Copies of these submissions 
may be obtained by calling the Treasury 
Bureau Clearance Officer listed under 
each bureau. Comments regarding these 
information collections should be 
addressed to the OMB reviewer listed at 
the end of each bureau’s listing and to 


the Treasury Department Clearance 
Officer. Room 7221,1201 Constitution 
Avenue. NW., Washington, D.C. 20220. 

Internal Revenue Service 

OMB No: 1545-0242 
Form No: IRS Form 0197 
Type of Review: Revision 
Title: Fuel Economy Tax 
OMB No: 1545-0295 
Form No: IRS Form 5064 
Type of Review: Reinstatement 
Title: Label—405 MMR Media Program 
Label. Notice 210—Preparation 
Instructions for Magnetic Media 
Reporting Label 

Clearance Officer: Garrick Shear, (202) 
560-6254. Room 5571,1111 
Constitution Avenue, NW* 
Washington. D.C. 20224 
OMB Reviewer Milo Sunderhauf, (202) 
395-6880, Office of Management and 
Budget. Room 3208, New Executive 
Office Building. Washington. D.C. 
20503. 

Bureau of Alcohol, Tobacco and 
Firearms 

OMB No: 1512-0075 
Form No: ATF F 5150.18 
Type of Review: Revision 


Nam of wwmpbon lharaol 


To author?* axemen) of a peraon 8. n norvOOT 
lv* pty ratur* fc/Aft mJtf+U bag* {mod#* 1.2) 

To AUttOnt** transport Of ClAAA A *>{**»* C**AA C 
AtvoA And nonhazardoua matanal on cargo A*c**n nr* 
(tnodaa 4) 

To author?* ransportaton cf an organic parond* *1 Quarto* 
n.crting tha pacta®* Wr*lat»on lor cargo aircraft or* 
f»nodaa 1. 4) 

To author?# phaaad •rupmar* of approwmau^y 4000 

•maft umpin of cartaai ilx«gc agant> cortainad In iah 
and v«afa p*.K*d m mart# ftar drum* 0v*fpac*ed in DOT 
Spactfcaflion 2iC Sbm druma or «guM*n( (mode* 1) 

To author?* ahpmont of ammomura nrtraJ# larlilcar m cc** u* 
pof ^ athylana Inad. wovan potyprapytana Pag* having a capac 
ay lor approtumalaty 2.000 pound* aaeh fmodoa 1. 3.) 


77//a* User’s Report of Denatured Spirits 
Clearance Officer. Howard Hood. ( 202 ) 
566-7077, Bureau of Alcohol. Tobacco 
and Firearms, Room 2228, Federal 
Building, 1200 Pennsylvania Avenue. 
NW.. Washington, D C 20228 
OMB Reviewer Milo Sunderhauf. ( 202 ) 
395-6880, Office of Management and 
Budget, Room 3208, New Executive 
Office Building, Washington. D.C 
20503. 

U.S. Customs Service 

OMB Na 1515-0081 
Form No: CF 213 
Type of Review: Extension 
Title: Importers* Premise Visit, 
Significant Importation Report 
Clearance Officer Vince Olive, (202| 
560-9181, U.S. Customs Serv ice. Room 
2130.1301 Constitution Avenue, NW. 
Washington, D.C. 20229 
OMB Reviewer Judy McIntosh, (202) 
395-6800, Office of Management and 
Budget, Room 3208, New Executive 
Office Building, Washington. D.C 
20503. 

(oseph F. Maty. 

Departmental Reports Management Off tee. 
(FR Doc 85-4379 Filed 2-21-05; 0:45 em| 

SILLING CODE U10-2S-4I 
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Trws section of the FEDERAL REGISTER 
contains notices of meetings putrtsbod 
unctar the ^Government In the Sgrslwta 
Act" (Pub. L 94-409) 5 U.S.C. 552b(e)(3). 


CONTENTS 


Equal Employment Opportunity Com¬ 


mission ---_-- i, 2 

f :v*eral Reserve System..__ 3.4 

National Credit Unon Admrvstrattoa... 5 

T enneaaae Vatey Authority_ 6 


1 

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION 

OATE ANO TIME: Monday, March 4.1985. 
2 00 p.m. (Eastern Time). 
place: Clarence M. Mitchell. Jr- 
Conference Room No. 200-C on the 2nd 
Floor of the Columbia Plaza Office 
Building. 2401 T Street NW„ 

W.t mington, D.C. 20507. 
status: Closed to the Public. 
matter to be considered: 

Clixsed 

LitigattoB Authorization: General Counsel 
Hi ommendii lions 
Note. —Any matter not discussed or 
concluded may be carried over to a later 
meeting. (In addition to publishing notices on 
EEOC Commission meetings In I he Federal 
Register* the Commission also provides a 
fw orded announoement a full week In 
■ch 4nee on future Commission sessions. 
Hesse telephone (302) 034-6746 at all times 
fo: information on these mootings.) 

CONTACT PERSON FOR MORE 

information: Cynthia C. Matthews, 
FxocuHve Officer at (202) 634-6748. 

Dated* February 20, 1965. 

Cynthia C. Matthews, 

Fuvute'vs Officer . Executive Secretariat. 

[FR Doc. 85-4406 Filed 2-20-8& 645 raj 
•aunb coot «s7»~e»-«a 


2 

EOUAL employment opportunity 

commission 

Date and time: Tuesday, March 5,1985, 
9 30 a.m. (Eastern Time]. 

^ce: Clarence M. Mitchell, Jr„ 
Conference Room No. 200-C on the 2nd 
F.oor of the Columbia Plata Office 
Building. 2401 ”E" Street. NW., 
Washington. DC 20507. 
status: Part will be open to the public 
and part will be closed to the public. 


matters to de considered: 

1. Announcement of Notation Votefs) 

2. A Report on Qirnmissioa Operatturn A 

Briefing on the Sunshine Act 

3. Proposed Contract for Subscription 

Services 

4. Opinion Latter: Concerning Redutton in 

Compensation Rale for Unused Side 
Leave Days Beyond Retirement 

5. Opinion Letter Concerning Voter 

Registration as a Mandatory Condition of 
Employment 

6 Opinion Letter. Concerning Interpretation 
of Ihe Pregnancy Discrimination Act 
7. Proposed Compliance Manual Section 90, 
Processing Complaints Transferred or 
Referred From Federal Fund Granting 
Agencies 

6 Proposed Compliance Manual Section 25. 
On-Site Investigation 

Closed 

1. Litigation Authorization General Counsel 

Recommendations 

2. Proposed Commission Decisions: ORA 

Decisions and Guidance Decisions 

3. Discussion of Commissioners' Charges 
Note.— Any matter not discussed or 

concluded may be carried over to a later 
meeting. (In addition to publishing notices on 
EEOC Commission meetings in the Federal 
Register, the Commission also provides a 
recorded announcement a full week in 
advance on future Commission sessions. 
Please telephone (202) 634-6748 at all times 
for information on these meetings. 

CONTACT PERSON FOR MORE 

information: Cynthia C. Matthews, 
Executive Officer at (202) 634-6748. 

Dated: February 26 1965. 

Cynthia C Matthaus, 

Executive Officer. Executive Secretariat 
This Notice Was Issued February 20.1965 
(FR Doc. 66—4497 Filed 2-20-65: 2:51 pm) 
■fUJNQ COOC §*>0-0S-M 
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FEDERAL RESERVE SYSTEM 

TIME AND DATE: 10*» a.m.. Wednesday. 

February 27,1985. 

place: Marriner S. Eccies Federal 

Reserve Board Building, C Street 

entrance between 20th and 21st Streets. 

NW.. Washington. D.C. 20551 

status: Open. 

MATTERS TO BE CONSIDERED: 

1. Proposed policy statement and 
regulation on capital adequacy for state 
member banks and bank holding companies. 
(Published earlier for public comment; Docket 
No. R-0526) 

2. Publication for comment of revisions to 
Regulation B (Equal Credit Opportunity). 


(Preliminary notice of rulemaking givun: 
Docket No. R-0473) 

3. Proposed interpretations of Rcgulstkms 
U (Reserve Requirements of Depository 
Institutions). H (Membership of State Banking 
Institutions in the Federal Reserve System), 
and Q (Interest on Deposits) regarding the 
status of shares of certain money market 
mutual funds and repurchase agreements 
involving those shares. 

Note.— This meeting will be recorded for 
the benefit of those unable to attend. 
Cassettes will be available for listening in the 
Board*s Freedom of Information Office, and 
copies may be ordered for $5 per cassette by 
calling (202) 452-3664 or by writing to: 
Freedom of Information Office, Board of 
Governors of the Federal Reserve System. 
Washington. D C. 20551. 

CONTACT PERSON FOR MORE 

information: Mr. Joseph R. Coyne. 
Assistant to the Board: (202) 452-3204. 

Dated: February 18.1985. 

James McAfee. 

Associate Secretary of ihe Board. 

(FR Doc 85—4464 Filed 2-2065; 11:06 am) 
M-UNQ COOC SZtO-OMi 
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FEOERAL RESERVE SYSTEM 

TIME AND DATE: Approximately 11:30 
a.m.. Wednesday. February 27,1985, 
following a recess at the conclusion of 
the open meeting. 

PLACE: Marriner S. Eccies Federal 
Reserve Board Building, C Street 
entrance between 20th and 21st Streets, 
NW„ Washington, D.C. 20551. 

STATUS: Closed. 

MATTERS TO BE CONSIDERED: 

1. Personnel actions (appointments, 
promotions, assignments, reassignment*, and 
salary actions) involving individual Federal 
Reserve System employees. 

2. Any items carried forward from a 
previously announced meeting. 

CONTACT PERSON FOR MORE 
INFORMATION: Mr. Joseph R. Coyne, 
Assistant to the Board; (202) 452-3204. 
You may call (202) 452-3207. beginning 
at approximately 5 pm two business 
days before (his meeting, for a recorded 
announcement of bank and bank 
holding company application scheduled 
for the meeting. 
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Dated February 10. 1985 

lamer McAfee. 

Associate Secretory of the Board. 

|FR Doc. 85-4000 Filed 2-20-0$: 11:00 um| 

B1LUHO COO< *710-01 -41 
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NATIONAL CREDIT UNION 
ADMINISTRATION 

TIME AND DATE: 2:00 p m.. Wednesday. 
February 27.1985. 

place: 1778 G Street. NW., Washington. 
D.C. 20450, Filene Board Room, 7th 
Floor 

status: Open. 

MATTERS TO BE CONSIDERED: 

1. Approval of Minnies of Previous Open 
Meeting. 

2. Review of Central Liquidity Facility 
Lending Rate. 

3. Final Rule: Section 701.12. NCUA Rules 
and Regulations. Supervisory Committee 
Audits and Verifications. 

TIME AND DATE: 12:30 pm. Wednesday. 

• February 27.1985. 

PLACE: 1776 G Street. NW., Washington. 
D C. 20456, Filene Board Room, 7th 
Floor. 

STATUS: Closed. 

MATTERS TO BE CONSIDERED: 

1 Approval of Minutes of Previous Closed 
Meeting. 

Z Actions under section 200 of the Federal 
Credit Union Act Closed pursuant to 
exemptions (8) and (9)(A)(ii| 

X Special Assistance to Prevent 
Liquidation under section 208 of the Federal 
Credit Act. Closed pursuant to exemptions (8) 
and (9)(A)(ii). 

4. Review of Petilon purusant to section 
205(d) of the Federal Credit Union Act. 

Closed pursunt to exemptions (8) and (H). 

5. Personnel Actions. Closed pursuant to 
exemptions (2) and (0]. 

FOR MORE INFORMATION CONTACT: 

Rusnmury Brady. Secretary of ihe Board, 
telephone (202) 357-1100 
Rosemary Brady, 

Secretary of the Board 

|FR Doc 85-45(16 Filed 2-20-85: 3:38 pm) 

BILLING CODE 7WWM-M 
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TENNESSEE VALLEY AUTHORITY 

(Meeting No. 1345) 

TIME AND DATE: 10:15 am. (EST), 
Tuesday. February 28,1985. 
place: TVA West Tower Auditorium. 
400 West Summit llill Drive. Knoxville. 
Tennessee. 

STATUS: Open 


Agenda Hems 

Approval of minutes of meeting held un 
tannery 18. 1985 

Discussion Hems 

1. Principles of the TVA Floodplnin 
Management Program. 

Action Hems 

Old Business Items: 

*1. Authorization of sale of coal least’— 
Traci XKKCR-14L (Helton Branch Tract)— 
Red Bird Coal Reserves—Leslie County, 
Kentucky. 

*2. Cooperative Agreement No. TV-65807A 
with Duke Power Company for Phase 111 
engineering services for the Atmospheric 
Fluidized Bed Combustion Demonstration 
Project. 

New Business Items: 

A—Budget and Financing 

A1. Amendment to Fiscal Year 1985 Capital 
Budget for the Power Program—Engineering 
and construction of a 161 kV delivery point at 
the Triune. Tennessee. 161-kV Substation. 

A2. Retention of net power proceeds and 
nonpower proceeds and payments to the U.S. 
Treasury in March 1985. pursuant to section 
26 of the TVA Act. 

B—Purchase Awards 

Bl. Proposal 52-830644—Tenant 
improvements and building modifications for 
the Chattanooga Office Complex. 

B2. Invitation C2-902824—Requirement for 
magnetite for use in the heavy-media circuits 
at Paradise Fossil Plant. 

B3 Negotiation 33-989238—Replacement of 
horizontal reheater elements for Cumberland 
Fossil Plant units 1 and 2. 

C—Power Hems 

Cl. Subagreement No. 38 under the TVA/ 
Department of Energy Memorandum of 
Understanding No. TV-48296A covering 
arrangements for measurement of 
background variance of radon and radon 
daughter levels In homes in the Tennessee 
Valley region. 

C2. letter agreement with Southern Illinois 
Bower Cooperative providing for TVA to 
wheel nonform power and energy* on an 
interruptible basis. 

D— Personnel Items 

Dl. Supplement to personal services 
contract with General Electric Company. 
Norcross. Georgia, providing for services in 
connection with the implementation of the 
Regulatory Performance Improvement Plan 
for the Browns Ferry Nuclear Plant. 

D2. Personal services contracts wilh 
Kenneth L. Pencgar, Richard S. Wirt*. 
Kenneth D. McCasland. Sr., and fames C. 
Winkles in connection with contracts d I pules 
appeals. 

E—Real Property Transactions 

*E1. Resolution designating approximately 
144 acres of Melton Hill Reservoir land 
located In Anderson County. Tennessee 
(Carden Farm Industrial Site), as surplus and 
for sale at public auction for development of 


nn industrial park: and proposed agreement 
with Town of Clinton. Tennessee—Tract No 
XMHR-48 

E2 Grant of permanent easement to the 
State of Tennessee for the construction, 
operation, and maintenance of a highway ami 
appurtenances affecting approximately 0.12 
acre of Nollchucky River access land in 
Greene County, Tennessee—Tract No. 
XTNORA-1E 

F—Unclassified 

Ft. Changes in designation of certifying 
officers authorized to approve payments 
made by TVA. 

F2. Revised TVA code relating to 
procurement of personal property and of 
services. 

*F3. Supplement to interagency agreement 
wilh the U.S. Army Corp of Engineers 
covering arrangements to proceed with thi* 
second phase of concrete investigation at 
Center Hill Dam. 

Pi Supplement to Agreement No. TV- 
64665A with Oak Ridge Operations, U.S 
Department of Energy (DOE) covering 
arrangements for analysis of macrobentho* 
samples from the Bear Creek and Grassy 
Creek watersheds near Oak Ridge, 
Tennessee. 

F5. Memorandum of Understanding No. 
TV-68087A between TVA and National 
Associations of Towns and Township* 
covering arrangements for cooperation in 
developing and disseminating information 
concerning approaches to the solution of 
problems in the Nation’s small towns and 
rural areas. 

F6. Contract No. TV-66121 A between TVA 
nnd State of Mississippi Governor’s Office of 
Appalachian Development providing for 
economic development projects in the 
Tcnnessee-Tombigbee Waterway area. 

F7. Contract No. TV-66128A between TVA 
and Johnson County Industrial Commission 
providing for assistance under TVA'a Spec mI 
Opportunities Counties and Cities program 

F5. Contract No. TV-64538A between TVA 
and the Agricultural Stabilization and 
Conservation Service covering arrrangment* 
for cooperation in a project to demonstrate 
animal waste management systems to 
improve water quality in the Duck River end 
its tributaries. 

CONTACT PERSON FOR MORE 

information: Craven H. Crowell. Jr.. 
Director of Information, or a member of 
his staff can respond to requests for 
information about this meeting. Call 
(615) 832-6000, Knoxville. Tennessee 
Information is also available at TV As 
Washington Office (202) 245-0101. 

Dated: February 19.1985. 

W.F. WilUs, 

General Manager. 

|FR Doc 85-4531 Filed 2-20-85; 4:03 pmj 

BILUHO COOC •170-01-41 


*ltrm« approved by individual Board meniU-r^ 
Thi« would give formal ratification lo ihr Board * 
action. 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Parts 71, 170,171.180, 201, 

310, 312. 314, 330, 430, 431, 433, 510, 
511. 514. 570, 571, 601, 812, 1003, and 
1010 

(Docket No. 82N-0293I 

New Orug and Antibiotic Regulations 

agency: Food and Drug Administration. 
action: Final rule. 

summary: The Food and Drug 
Administration (FDA) is revising its 
regulations governing the approval for 
marketing of new drugs and antibiotic 
drugs for human use. FDA is taking this 
action to speed up the availability of 
beneficiul drugs to consumers by 
improving the efficiency of the agency's 
approval process for new drugs and 
antibiotic drugs, while improving the 
already high level of public health 
protection the drug approval and 
surveillance processes now provide. The 
improvements will help applicants 
prepare and submit higher quality 
applications and permit FDA to review 
them more efficiently and with fewer 
delays. This will benefit both consumers 
and applicants by permitting earlier 
availability and marketing of new drugs 
and antibiotics. This action is one part 
of a larger effort by FDA to review all 
facets of the agency's drug approval 
process. 

dates: These final regulations are 
effective May 23,1985, except 21 CFR 
314.80 Postmarketing reporting of 
adverse drug experiences is effective 
August 22.1985. FDA will, however, 
accept applications until February 24, 
1988 that are in the format required 
under either the current regulations or 
this final rule. For additional 
information concerning these effective 
dates see IV. "Paperwork Reduction Act 
of 1980" appearing in the preamble of 
this document. 

FOR FURTHER INFORMATION CONTACT: 

Steve 11 Unger. Center for Drugs and 
Biologies (HFN-362). Food and Drug 
Administration, 5600 Fishers Lane. 
Rockville. MD 20857, 301-443-5220 

SUPPLEMENTARY INFORMATION: 

1. Introduction 

This final rule completes the first 
phase of efforts by the Department of 
Health and Human Services (HHS) to 
revise Federal regulations governing the 
new drug approval process. This phase 
of the regulations (called the NDA 
Rewrite) finalizes new procedures in 21 
CFR Purl 314 for FDA review of new 


drug and antibiotic applications for 
marketing. This action completes the 
rulemaking process begun on October 
19.1982 (47 FR 46822). The second phase 
of these regulatory revision efforts 
(called the IND Rewrite) covers FDA 
procedures in 21 CFR Part 312 for 
reviewing investigational new drug 
applications. This second phase is 
nearing completion, following the 
publication of proposed regulations in 
the Federal Register of June 9, 1983 (48 
FR 28720). A third phase of improving 
the drug approval process involves 
noncodifted guidelines on application 
format and on fulfulling testing 
requirements. Together with other 
regulatory and administrative reforms, 
the IND/NDA Rewrite and related 
guidelines represent a major effort on 
the part of FDA to improve the entire 
process of drug approval regulation. 

This effort was begun by FDA through 
concept papers made available for 
public comment (44 FR 58919, October 
12.1979) and a related public meeting on 
November 9,1979. It was accelerated 
and intensified at the request of the 
President's Task Force on Regulatory 
Relief. 

The objectives of the NDA Rewrite 
final rule are to establish an efficient, 
but thorough, drug approval process in 
order both: (a) To facilitate the approval 
of drugs shown to be safe and effective: 
and (b) to ensure the disapproval of 
drugs not shown to be safe and 
effective. These regulations are also 
intended to improve FDA's surveillance 
of marketed drugs. Accordingly, the 
final regulations enable FDA to act as 
both a public health promoter, by 
facilitating the approval of important 
new safe and effective therapies, and as 
a public health protector, by keeping off 
or taking off the market drugs not shown 
to meet safety and efficacy standards. 

In preparing the final rule, FDA 
carefully reviewed approximately 120 
comments received from pharmaceutical 
manufacturers, trade associations, 
health professionals and professional 
societies, consumers and consumer 
organizations, and Congress. In 
addition, FDA held a series of meetings 
with agency employees In order to gain 
their views as part of the internal 
decisionmaking process. The agency 
also considered the recommendations of 
the Congressionally sponsored 
Commission on the Federal Drug 
Approval Process. In preparing the final 
rule, therefore, the agency has 
considered the views of virtually all 
persons having an interest in the drug 
approval process. 

Like both the NDA and IND 
proposals, the NDA final rule has been 
reviewed by a special task force 


appointed by the Secretary of Health 
and Human Sendees, and chuired by tht» 
Commissioner of Food and Drugs, 
whose specific charge has been to 
review these regulations in accordance 
with Executive Order 12291 (48 FR 
13193. February 19,1981). the mandate 
of the President's Task Force on 
Regulatory Relief, and the policy 
objectives outlined above. Many of 
these issues were also reviewed by a 
separate FDA task force, which the 
Commissioner also chaired. 

The NDA final rule is designed to 
complement the proposed IND 
regulations, especially in terms of 
fostering a continuous dialogue between 
FDA and applications throughout the 
drug development and approval process 
For example, one of the major 
improvements over present practice 
suggested in the IND proposal was to 
allow any drug sponsor an opportunity 
to attend an “end-of-Phase 2" meeting 
with FDA officials in order to agree on h 
plan for Phase 3 clinical investigations 
As stated in that proposal. FDA believes 
that such meetings can significantly 
shorten the period of subsequent NDA 
review. The IND proposal also 
encourages "Pre-NDA" meetings 
between FDA and applicants to discuss 
format and modes of presentation in the 
marketing application. These meetings 
will be especially necessary as 
applicants learn how to prepare 
marketing applications under the new 
format. As described further below, the 
NDA Rewrite final rule encourages such 
dialogue to continue throughout the 
NDA review period as well. 

The new NDA regulations i^ill be 
supplemented by a series of guidelines 
These guidelines are intended to prov.ds 
applicants with guidance on application 
format and on how to fulfill testing 
requirements. The format guidelines will 
address the overall summary and each 
of the different technical sections of the 
application. The guidelines on how to 
fulfill testing requirements will focus on 
the areas of animal toxicity testing ami 
chemistry and manufacturing controls, 
as previously announced In the 
preamble to the IND Rewrite proposal 
(48 FR 26720. 20721). These guidelines 
are in addition to the overall 25 clinical 
guidelines that FDA prepared in the 
middle and late 1970’s concerning the 
design of adequato and well-controlled 
studies on different classes of drugs 
Finally. FDA plans to issue a guideline 
regarding the reporting of adverse drug 
experiences on marketed drugs, a draft 
of which has already been made 
uvadable for public comment (48 FR 
4049: January 28, 1963J. FDA intends to 
continue to solicit public comment on 
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draft guidelines before they are 
p ublished in final form. For example, 
notices announcing the availability of 
several draft guidelines concerning how 
t< fulfill chemistry and manufacturing 
controls requirements have already 
been published (see the Federal Register 
of February 1.1984 (49 FR 4040) and 
May 7.1984 (49 FR 19412 and 19413)). 
FDA hopes to have all these guidelines 
publicly available, at least in draft form, 
before the new regulations become 
effective, although the agency does not 
view the existence of draft or final 
guidelines as being a prerequisite for 
implementing this final rule. 

The IND/hTDA Rewrites and related 
guidelines are part of a larger, overall 
effort to improve the drug development 
and approval process. For example. 

FDA will continue to recognize the high 
priority given to new drug and antibiotic 
application reviews, to increase the 
efficiency In the management review of 
applications, and to strengthen the 
agency’s scientific base. In addition, 
with the passage of the Orphan Drug 
Act of 1983, the agency's Office of 
Orphan Products Development is 
actively involved In facilitating the 
development of new drug and other 
product* intended to treat rare diseases. 

I lighlights of this final rule, the 
agency's economic analysis, and 
responses to general comments are 
contained in the following introductory 
sections. The remainder of this preamble 
is devoted to a section-by-section 
anulysis of comments received, 
responses to them, and contents of the 
final regulations. 

II Highlights of the Final Rule 

As noted above, the guiding principle 
in the NDA Rewrite final rule is that the 
drug approval process should be 
efficient, but thorough, in order to 
facilitate the approval of drugs shown to 
he safe and effective, and ensure the 
disapproval of drugs not shown to be 
safr* and effective. The regulations are 
also intended to Improve FDA's 
surveillance of marketed drugs. In 
response to comments and further 
Internal deliberations, the final rule has 
modified certain provisions of the 
proposal In order to meet these 
objectives bettor. The major provisions 
of the final rule are summarized as 
follows: 

i Application format. The final rule 
incorporates Ihe proposed revisions 
designed to make the application format 
more amenable to efficient agency 
review. Thus, like the proposal, the new 
requires an overall summary of 
Ihe entire application and separate, 
detailed technical sections that each 
contain individual summaries and 


analyses of the specific information 
needed by the particular reviewing 
disciplines: clinical, pharmacology, 
chemistry, statistics, and 
biopharmaceutic8 (as well as 
microbiology for anti-infective drugs). 
The new format will therefore permit 
parallel review by each of the five (or 
six) disciplines. In addition, detailed 
technical sections that synthesize the 
important information about the drug 
will greatly facilitate review by agency 
officials. The final rule also provides 
applicants the option of submitting the 
chemistry section (if it is complete) 90 to 
120 days prior to submission of the main 
application in order to expedite review 
and permit early resolution of 
deficiencies. 

2. Safety update reports. The final rule 
also incorporates the general 
requirement contained in the proposal 
for applicants to submit new safety 
information learned about a drug while 
an application is being reviewed by 
FDA. The final rule modifies the timing 
and frequency of these reports In order 
to focus FDA evaluation of them at key 
points in the review process. Thus, 
under the final rule, safety update 
reports will be required 4 months 
following the initial submission of the 
application, following receipt of an 
"approvable" letter, and at other times 
upon FDA request. These safety update 
reports will ensure that approval 
decisions reflect the most up-to-date 
safety information available. 

3. Case report forms and data 
tabulations. The final rule follows the 
general principle enunciated in the 
proposal that an efficient agency review 
of individual patient data should be 
based primarily on well-organized, 
concise, data tabulations, and that 
reliance on the more lengthy case report 
forms should be reserved for those 
instances where a more detailed review 
is necessary. Accordingly, the final rule 
provides: (1) That case report forms will 
be routinely required where the patient 
dropped out or died during a clinical 
study (because these forms are likely to 
disclose the most serious safety 
problems); (ii) that individual patient 
data tabulations will be required for the 
remaining patients; and (iii) that 
additional case report forms will be 
requested by FDA when needed to 
conduct a proper review of the 
application. In response to comments, 
the final rule clarifies that FDA 
reviewers, with the concurrence of the 
division director, will have access to 
whatever additional case report forms 
are needed to conduct a proper review. 
The preamble explains that this may 
include requests for full case reports 
from the most critical studies, but that 


these reports will ordinarily be 
requested early in the review process so 
as not to cause undue delay. These data 
submission requirements should 
promote a more focused, efficient 
review of the application without 
compromising the thoroughness of that 
review. FDA estimates that this 
approach .will result in a 75 percent 
reduction, on average, in the number of 
case report forms now required to be 
submitted to the agency in order to 
obtain approval. 

4. Time frames for FDA review. The 
final rule incorporates the time frames 
contained in the proposal pertaining to 
the agency's review of applications. 
Accordingly, the final rule gives the 
agency 180 days from receipt of an 
application to Issue either an "approval" 
letter, an ^approvable" letter, or a "not 
approvable" letter. This time period may 
be extended when major amendments 
are received, although the extension 
would only be for the extra time needed 
to review the amendments. The final 
rule, like the proposal, also defines the 
procedure and time frame for "filing" an 
application within the meaning of 
section 505(c) of the act (21 U.S.C 
355(c)). Codification of these time 
frames demonstrates the agency's 
commitment to reviewing applications 
promptly in accordance with the 
statutory mandate. 

5. Action letters. The final rule also 
incorporates provisions contained In the 
proposal which clarify the meaning of 
its three action letters: approval letters, 
approvable letters, and not approvable 
letters. Like the proposal, the final rule 
clarifies that only an approval letter 
grants permission for marketing of a 
drug. In addition, the final rule adopts 
the proposed policy that the agency will 
issue an approval letter, rather than an 
approvable letter, when the only 
deficiencies in the application concern 
editorial or other minor changes in the 
labeling, with approval conditioned on 
the deficiencies being corrected, as 
requested, before the drug is marketed 

6. Foreign data. The final rule 
incorporates the proposed policy that an 
application based solely on foreign 
clinical data meeting U.S. criteria for 
marketing approval may be approved by 
FDA if: (i) The foreign data are 
applicable to the U.S. population and 
U.S. medical practice; (ii) the studies 
have been performed by clinical 
investigators of recognized competence; 
and (iii) the data may be considered 
valid without the need for an on-site 
inspection by FDA or. if FDA considers 
such an inspection to be necessary. FDA 
is able to validate the data through an 
on-site inspection or other appropriate 
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means. These criteria assure the quality 
of any drug products so approved, while 
at the vSdme time removing the need to 
conduct repetitive clinical testing in this 
country in those instances where 
adequate data have been generated 
abroad. 

7. Communication between FDA and 
applicants . The final rule greatly 
expands upon the proposed provision 
concerning communication between 
FDA und applicants. The final rule, with 
greater emphasis than the proposal 
encourages dialogue between FDA and 
applicants about scientific and medical 
issues that arise during the review 
process. This includes notifying 
applicants of easily correctable 
deficiencies found in an application 
shortly after those deficiencies are 
discovered, providing an opportunity for 
an informal meeting mid-way through 
the review process and again after 
FDA's review is completed, and 
expressly permitting telephone calls and 
other informal meetings as the need may 
arise. This provision builds on portions 
of the 1ND Rewrite proposal that 
encouraged such communication during 
the testing phase of the drug 
development process. 

8. Dispute resolution . The final 
provision on dispute resolution has been 
significantly revised in order to build 
upon the general principles noted above 
with respect to communication between 
FDA and applicants. For administrative 
and procedural issues, the final rule 
establishes an ombudsman whose 
function will be to investigate what has 
happened and to facilitate a timely and 
equitable resolution. For scientific and 
medical disputes, the final rule provides 
that applicants should seek resolution 
through an 'end-of-revlew conference* 
with appropriate agency staff and 
management representatives, and at 
other informal meetings as the need may 
arise. The final rule also provides for the 
participation of outside experts at these 
informal meetings when feasible. This 
procedure supersedes the appeals 
process described in the NDA (and IND) 
Rewrite proposals because that process 
was seen as being too formal and was 
not effective during the pilot period. 

9. Supplements. The final rule, like the 
proposal, establishes different 
categories of supplements to approved 
applications concerning manufacturing 
and controls changes. The rationale for 
the categories is that changes that could 
affect the safety or effectiveness of a 
final drug product should be 
preapproved by FDA. but that other 
changes may be implemented by a firm 
while notifying FDA either concurrently 
or in the next annual report. Although 


some changes have been placed in 
different categories than originally 
proposed, the final rule should still 
result in a 20 percent reduction in the 
number of manufacturing and controls 
supplements that require prior approval 
by the agency. Thus, the final rule will 
enable drug manufacturers to implement 
some kinds of manufacturing changes 
significantly more promptly without 
compromising drug safety and 
effectiveness. 

10. Postmarketing surveillance. The 
final rule modifies the proposal in 
several ways in order to focus FDA 
review more directly on the more 
serious adverse drug experiences. Under 
the final rule. 15 working day “alert 
reports” will be required for all adverse 
drug experiences that are both serious 
and unexpected, and for any significant 
increase in frequency of an adverse drug 
experience that is both serious and 
expected (rather than only unexpected 
fatal and life threatening experiences, as 
had been proposed). Other adverse drug 
experiences, as specified in the final 
rule, will be required to be reported at 
quarterly intervals in the first 3 years 
following approval and annually 
thereafter. The quarterly reporting 
requirement reflects the fact that dose 
surveillance of a new drug's side effects 
is especially important during the first 3 
years of marketing. Although the 
quarterly/annual reporting of adverse 
drug experiences is less frequent than 
the proposed period of 30 working days, 
FDA believes that such quarterly/ 
annual reporting is consonant with the 
agency's need to review reports of 
expected or nonserious adverse drug 
experiences. 

IIL Economic Analysis 

The agency has examined the 
economic consequences of these 
regulations in accordance with 
Executive Order 12291 and the 
Regulatory Flexibility Act. A final 
regulatory impact analysis has been 
prepared and placed in file with the 
Dockets Management Branch (HFA- 
305). Food and Drug Administration. Rm. 
4-82. 5600 Fishers Lane. Rockville. MD 
20657. 

The regulations are expected to 
shorten the total elapsed time required 
to approve the average application, 
including resubmission, from about 27 
months to 21 months—an average 
savings of 6 months. The average 
approval time for applications involving 
important new chemical entities is 
projected to improve from about 19 
months to 17 months—an average 
savings of 2 months. The faster approval 
and smaller savings for new chemical 
entities reflect the special priority 


already accorded these applications. 
Faster approvals for applications would 
benefit both consumers and 
pharmaceutical manufacturers. 
Consumers would have earlier access to 
important new drugs that have the 
potential to extend life, avoid 
hospitalization, or provide other 
significant health benefits. Firms 
developing new drugs would realize 
faster return on their research 
investments, thereby encouraging 
further investment in subsequent 
pharmaceutical research. The regulator) 
impact analysis examines some 
measures of these various benefits, 
although none are amenable to simple 
quantification in monetary terms. 

Nonetheless, these benefits are 
substantial. For example, a 2-nmnth 
speed-up in the approval of 15 
therapeutically significant applications 
per year would result in about 500.000 
additional prescriptions for these 
important drugs in the first year 
following FDA approval The number of 
persons benefiting from these additional 
prescriptions would probably exceed 
200,000, after adjusting the total for 
renewal and repeat prescriptions. Some 
of these Individuals should receive very 
significant medical benefits such as 
avoidance of surgery, cure or 
stabilization of a life-threatening 
disease, or relief of a physical handicap 
Many individuals should also save 
money as compared to alternate 
treatments. 

The accelerated availability of new 
drugs to consumers will also increase 
industry revenues. However, the 
increase will not be as great as gross 
sales because some of the new drugs 
will displace less effective or more 
costly drugs. 

Changes in the cost of the new drug 
application process itself will be minor 
Increases include $1.2 million annually 
for detailed NDA summaries. $0.5 
million annually for NDA safety update 
reports, and $0.4 million annually for 
increased adverse experience reports for 
approved NDA's: decreases include $0.4 
million for less routine paperwork for 
NDA's. $1.6 million for reduced 
supplements for approved NDA’s, and 
$1.6 million for reduced supplements for 
approved ANDA's. These latter two 
decreases relate to applications to 
change postmarketing manufacturing 
procedures for NDA's or ANDA's in 
minor ways. The net decrease of $1.5 
million Is about $1.0 million less than the 
cost savings estimated in the 
preliminary analysis, attributable 
primarily to cost estimates for safety 
update reports and adverse experience 
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reports that were not calculated at the 
proposal stage. 

The agency also concludes that these 
rt>’illations will have a favorable impact 
or small firms because of cost savings 
associated with abbreviated 
applications. ibe type of application 
most frequently held by small firms. Due 
to the elimination of requirements for 
in' milting certain post marketing 
supplements, FDA estimates a savings 
of $540 for each abbreviated application. 
While this impact is favorable, it will 
no? be a significant savings for any one 
firm. Therefore, the agency certifies, in 
accordance with the Regulatory 
Flexibility Act that this rule will not 
have a significant economic impact on a 
substantial number of small entities. 

IV Paperwork Reduction Act of 1980 

In accordance with the Paperwork 
Reduction Act of 1980 (44 U.S.C. Chapter 
35). the reporting and recordkeeping 
requirements in SS 314.5a 314-55. 314.7a 
314 71. 314.72, 314.80. 314.81. 314.fla 
314.1ia 314.120. 314.12a 314.200. 314 .300. 
and 314.420 in these regulations will be 
submitted for approval to the Office of 
Management and Budget (OMB). 

Inti Tested persons desiring to submit 
comments on the collection of 
information requirements pursuant to 
the Paperwork Reduction Act and its 
Implementing regulations (5 CFR Part 
1320) should direct them by April 15. 

19d5, to the Office of Information and 
Regulatory Affairs. OMB. Rm. 3002, New 
FAecutive Office Bldg.. Washington. DC 
20503. Attic Bruce Artim. These 
requirements will not be effective until 
FDA obtains OMB approval. FDA will 
publish a notice concerning OMB 
approval of these requirements in the 
Federal Register prior to May 23.1965. 

V Comments on Proposed Rule 

General Comments 

1 TOA received approximately 120 
comments cm the proposed rule. These 
comments were received from 
pHrirmaceutical manufacturers, trade 
associations, health professional? and 
professional societies, consumer and 
consumer organizations, and Congress. 

A number of the proposed changes were 
generally supported by these diverse 
Jfroup* especially those Improving the 
application format. establishing 
frames for FDA review of applications, 
and requiring safety update reports for 
Pending applications. Other items 
considered especially beneficial by 
consumers included the requirement for 
J < * esc riptfcm of the foreign marketing 
UKfory of the drug and the proposal 
concerning poslmarketing surveillance. 

JJ addition, industry comments found 


especially beneficial the adoption of a 
single set of regulations for both 
antibiotics and non antibiotic drugs, the 
reductions in supplements and other 
reports, and the clarified definitions and 
procedures for FDA's issuance of action 
letters. 

2. The major concerns raised by 
consumers and consumer organizations 
was the fear that two of the proposed 
changes could possibly result in the 
marketing of drugs that are not safe or 
effective, as required by law. The issues 
of concern in this regard were the 
proposal to eliminate the routine 
submission of most case rep ort forms, 
and the proposal concerning the 
acceptance of foreign data. 

FDA shares the view that any changes 
made in the new drug regulations should 
not in any way lower the safety and 
effectiveness of marketed drugs, and 
FDA has carefully reviewed each 
section of the final regulations to ensure 
that that result does not occur. With 
respect to case report forms, the final 
rule ensures that FDA reviewers will 
have access to any case report forms 
necessary to conduct a proper review of 
the drug s safety and effectiveness. With 
respect to foreign data. FDA carefully 
reviewed its proposed policy, and 
explains in this preamble why the 
agency does not believe that fears about 
a possible lowering of drag quality are 
warranted The agency intends to 
administer the policy with this concern 
in mind Both of these issues are 
discussed in more detail in the section- 
by-section analysis. 

3. Comments received from the 
pharmaceutical industry raised three 
kinds of objections. First industry 
comments believed that the proposed 
regulations were deficient in not 
addressing several areas that the 
industry believes are important such as 
granting sponsors a right to bring 
disputed matters to an outside advisory 
committee, providing an ombudsman to 
resolve minor procedural disputes, 
expanding communication between FDA 
and applicants, and codifying 
substantive previsions of the standards 
for safety mid effectiveness. 

Second industry comments suggested 
that although many of the proposed 
revisions represented movement in the 
right direction. FDA should make mare 
dramatic changes in the drug approval 
process in order to achieve adequate 
regulatory reform. For example, some 
industry comments urged replacing both 
case report forms and detailed 
tabulations with briefer summaries, 
placing even greater reliance on foreign 
data and requiring many fewer 
supplements to approved applications. 


Finally, while agreeing with the 
concept of strengthened postmarketing 
surveillance, industry comments 
generally stated that the specific 
reporting requirements proposed were 
excessive and did not provide a 
corresponding public health benefit. 
These comments stated that the 
reporting requirements should be better 
tailored to the relative importance of the 
adverse drug experiences involved 

In response to these comments. FDA 
has added to the final rule major 
sections on communication between 
FDA and applicants and on dispute 
resolution, including establishment of «n 
ombudsman- The final rule also contains 
a detailed statement on the agency's use 
of advisory committees, although the 
agency has not provided, for the reasons 
stated in that discussion, applicants 
with rights to advisory committee 
reviews of issues. With respect to 
codifying substantive standards for 
safety and effectiveness, FDA believes 
that current statutory and regulatory 
provisions contain the necessary 
flexibility to administer these provisions 
to the wide variety of drugs subject to 
FDA's approval authority. The agency 
has, moreover, undertaken to provide 
further guidance with respect to the 
efficacy standard through the 
publication of guidelines for over 25 
classes of drugs. Finally, in the CMD 
Rewrite proposal FDA stated its intent 
to make "end-of-Phase 2" meetings 
available for all IND's. These meetings 
provide a mechanism for agency 
reviewing officials and sponsors, with 
input from outside experts, lo agree on 
an overall plan for Phase 3 
investigations and the objectives and 
design of particular studies necessary to 
demonstrate the safety and 
effectiveness of the drug. {See 48 FR 
26732.) FDA believes that this in-depth, 
case-by-case approach, will greatly 
facilitate the drug development process 
by providing sponsors with specific 
information about safety and 
effectiveness requirements in a timely 
manner. 

Second. FDA generally disagrees with 
the industry comments that suggested 
that specific provisions in the proposal 
did no! go far enough in providing 
regulatory relief. As described further 
below, FDA believes that case report 
forms and tabulations provide 
information, viewed as necessary, that 
may not be obtained through summaries 
alone: that further changes in the foreign 
data policy are not now appropriate; 
and that significant further changes in 
the area of supplements could possibly 
adversely affect the assurance of FDA 
regulation of marketed drugs. 
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Finally. FDA agrees that 
improvements in postmarketing 
surveillance should focus high priority 
reporting requirements on the more 
important adverse drug experiences. 
Accordingly, as described further below, 
the final rule provides for more stringent 
reporting requirements for adverse drug 
experiences that are both unexpected 
and serious, and less stringent 
requirements for the others. 

4. Several comments urged FDA to 
adopt more specific and detailed 
regulations that give clear guidance to 
the regulated industry and to FDA 
personnel. According to these 
comments, these regulations should 
include detailed requirements for FDA 
actions, broad admonitions about 
normative conduct, requirements for 
agency documentation of decisions, and 
internal review mechanisms. Comments 
objected to FDA relying upon guidelines, 
internal manuals, memoranda, and other 
similar informal mechanisms to handle 
practices and procedures because they 
arc too imprecise, subject to change, and 
of questionable authority. However, if 
FDA does decide to rely heavily on staff 
manual guides, one comment urged FDA 
to establish and codify a policy stating 
that such guides are binding upon the 
agency. 

Many comments addressed further the 
issue of guidelines. Several comments 
argued that it was hard to discern the 
proposal's true impact without 
reviewing the guidelines FDA intends to 
use to implement the regulations and. 
accordingly, that FDA should reopen the 
administrative record once the 
guidelines are available. Moreover, 
these comments believe FDA should 
limit the use of guidelines to those 
situations where negotiation and 
alternative methods are clearly 
necessary or desirable, such as in 
clinical trials of different diseases. 
Several comments also asked FDA to 
provide notice and comment procedures 
on draft guidelines and staff and 
compliance manuals before final ones 
are prepared. Finally, some comments 
objected to FDA’s reliance on guidelines 
because such documents often remain 
internal working documents and. 
according to these comments, are 
applied less consistently than the 
regulations. Finally, one comment urged 
that the final rule, or another proposal, 
should address procedural issues in the 
application review process, such as the 
designation of a primary review team 
early in the process, the need for 
meetings, concurrent review of an 
application by members of a review 
team, the finality of each part of the 
review once it is completed, and the 


importance of a tracking system to 
determine the history and current 
location nnd status of all submissions to 
FDA. 

FDA believes its proposal provided 
adequate notice of the rights and 
responsibilities of both applicants and 
the agency in the drug approval process 
FDA believes the more detailed 
regulations urged by these comments 
would add very little to the structure of 
the new drug approval process provided 
by FDA's combination of regulations, 
guidelines, and staff guides, while 
making the process more inflexible and 
difficult to change. The agency believes 
the proposal struck a proper balance 
between the need for regulatory 
requirements, the use of guidelines to 
help persons comply with those 
requirements, and the use of staff 
manuals to direct agency employees. 
FDA recognizes that the prompt 
issuance of clear guidelines will be most 
helpful to applicants and. thus, the 
agency is taking steps to expedite the 
development of guidelines and to clarify 
for its staff the role of guidelines in the 
regulatory process. Because FDA 
recognizes the significant contribution 
the industry, the medical community, 
and other members of the public can 
make to the development of 
scientifically sound guidelines, the 
agency routinely solicits comments on 
its guidelines either as draft or as final 
documents. With respect to the 
guidelines developed to implement this 
final rule. FDA intends to issue them as 
draft guidelines and to seek comments 
on them before they are made final. FDA 
believes it has provided adequate notice 
for this rulemaking proceedings and 
does not intend to reopen the 
administrative record on the regulations 
after the guidelines (or draft guidelines) 
are issued. Finally. FDA believes that 
administrative steps short of 
codification, such as staff manual 
guides, are appropriate for many 
management issues. 

5. Several comments suggested that 
FDA implement many of its proposed 
procedural improvements in the new 
drug approval process immediately 
following the dosing of the comment 
period (for example, changes in the 
content and format of an application, 
time frames for filing and reviewing an 
application and amendments, provisions 
on communications between the agency 
and applicants, and procedures for 
action letters). 

Although FDA implemented several 
changes at the time it published the 
proposal (i.e., implementation of the 
informal appeals process; changes in the 
procedures for submitting samples; and 


the policy to notify applicants about 
deftciendes in chemistry, 
manufacturing, and Controls information 
within 90 days of the beginning of the 
review of an application), the agency 
believes there is insufficient justification 
to implement other new requirements in 
advance of traditional effective date 
periods. FDA also notes that certain 
changes in the regulation (such as the 
procedures for action letters) simply 
codify current practice and so that 
immediate implementation of the final 
rule would not have had measurable 
impact. 

6. One comment suggested that FDA 
impose user fees on industry for sen ice* 
FDA performs, particularly the costs of 
on site inspections of domestic and 
foreign facilities. Another common! 
suggested that the agency incorporate 
into n final rule requirements for the 
evaluation of important new drugs in 
children before or at the time of 
approval of the application. 

FDA believes these complex issurs 
arc sufficiently unrelated to the 
regulatory improvements in the new 
drug approval process that are 
implemented by the final rule that full 
consideration of them now would 
unnecessarily delay implementation of 
the rule. The agency is, however, 
exploring each of these Issues 
separately and welcomes further 
discussion of them. 

Effective Date 

7. FDA received several comments 
recommending various effective dates 
for the final rule. Several comments 
suggested an effective date for the final 
rule of 180 days or 1 year, but also 
suggested that FDA accept applications 
up to the effective date in either the old 
proposed, or new formats. A medical 
association suggested that FDA clarify 
how the regulations will apply to studies 
already in progress and to studies 
completed but not submitted befort- the 
effective date of the regulations. Finally 
one comment urged that FDA not tssoci 
final rule amending its new drug 
application regulations until after it has 
published and received comments on its 
proposal to revise the investigational 
new drug regulations. 

FDA has concluded that these final 
regulations will become effective May 
23.1985, except ( 314 80 Postmarked 
reporting of adverse drug experiences 
will become effective August 22, 1985. 
FDA will, however, accept application* 
until February 24.1986. that are in thr 
format required under either the current 
regulations or this final rule. The 
separate effective date for the reporting 
of adverse drug experiences reflect* rKt 
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t-me FDA believes applicants may need 
to adapt to the new regulations. As 
noted above, with respect to application 
format. FDA has followed the suggestion 
to permit applications to be submitted in 
th»> format prescribed by either the 
i arrant regulations or this final rule (but 
not the proposed rule). This 1-year 
period also covers the submission of 
case report forms and data tabulations 
FDA believes this 1-year period of 
optional formatting will facilitate a 
smooth transition from the old to the 
nrw regulations. Within the parameters 
lit scribed above, the effective dates 
apply to studies in progress or not yet 
sihmiUcd to FDA. 

Although FDA will ac cept for 1 year 
applications in the format required 
under the current regulations, the 
substantive requirements of the 
regulations will apply to pending and 
approved applications on and after May 
23,1985 under this final rule. For 
example, the requirements and 
procedures for amendments, 
communication between FDA and 
applicants, dispute resolution. 

Withdrawal by the applicant, safety 
update reports, supplements, records 
ond reports, time frames for FDA action, 
action letters, adequate and well- 
controlled studies, and withdrawal of 
approval will apply after 90 days to all 
applications regardless of the forma! in 
which they appear. 

Finally, in the Federal Register of June 
9 1983 (48 FR 26720), FDA proposed to 
revise its regulation governing the 
investigational use of new drugs. The 
comment period on the proposal closed 
August 8i 1983. and the agency is 
reviewing those comments. FDA docs 
noi believe that the IND rulemaking 
proceeding should further delay these 
final regulations because the two sets of 
regulations address different stages of 
the new drug development end approval 
process, and can be implemented 
•eparatejy In a satisfactory manner. 

8. FDA has added to the final rule a 
new section that states the agency's 
intention that the regulations be applied 
in a manner that facilitates the approval 
of safe and effective new drugs, ensures 
that drags not shown to be safe and 
effective are not marketed, and provides 
for an ••ffective system for FDA's 
surveillance of marketed drugs. 

Definitions (5 3143) 

9. Several comments objected to the 
agency's proposed definition of the term 
drug substance/* claiming that the 
definition is overbroad and would 
wrongly subject the following to FDA 
^gulation as new drugs: foods, 
vitamins, minerals, ammo adds, other 
nutritional substances, and 
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intermediates used in the synthesis of 
the drag substances. 

FDA does not believe that the 
proposed definition of “drug substance'* 
has the broad reach attributed to H by 
the comments. The proposed definition 
does not subject substances to FDA 
regulation as new drugs that do not fall 
within the definition of "new drag" in 
section 201 (p) of the act (21 U.SC. 
32t(p)k Moreover, the proposed 
definition is consistent with the 
definition of “drug'' in section 201 [gHD 
of the act and the agency 's definition of 
“active ingredient* in ( 210 3|b)(7) (21 
CFR 210.3(b)(7)) of FDA's current good 
manufacturing practice regulations. FDA 
has. however, revised the definition in 
the final rule to make dear that it does 
not apply to intermediates used in the 
synthesis of the drug substance. 

.Application Form (§ 314.50(a)) 

10. One comment suggested that the 
proposed changes in the format for an 
application, under which a reviewer 
would receive only an overall summary 
and a technical section devoted to the 
reviewer's own discipline, would make 
it harder for a reviewer to consider 
relevant data that appear only in 
another reviewer s technical section. 

The new application format should 
not have the result suggested by this 
comment The application summary is 
intended to provide reviewers with 
adequate information about subjects 
outside their own review disciplines. 
Moreover, reviewers will also have 
access to other technical sections in the 
archival copy of the application, which 
will be maintained as a reference copy 
in the reviewing division's document 
room. Thus, reviewers will have access 
to whatever data they need for their 
reviews. 

11. Several comments suggested that 
the regulations should make it dearer 
that the revised new drug and antibiotic 
application form is intended to serve 
essentially as a check list of bask: 
information about the new drug and the 
application. 

FDA agrees that the application form 
should sene only' as a capsule listing of 
the contents of the application and the 
most basic information about the drag. 
This purpose will be self-evident from 
the revised form itself and. for dial 
reason, no changes in this regard have 
been made in the regulations. 

12. One comment objected to the 
requirement that the application form 
contain the established name, 
proprietary name, and code of the drug 
product The reason for the objection 
was that some of the information may 
not yet exist when the application is 
filed. Two comments also sought 


clarification 6f the term M code“ and 
asked whether it referred to the 
chemical name, shipping code, or 
marketing code. 

The reason that names and codes 
used for the drug product must be 
submitted on the application form is to 
provide reviewers with easy 
identification of the product 
formulations to which the application 
refers. The terra “code" would apply to 
any designation of a drug that would 
help Identify It. To the extent one of the 
listed identifiers Is not available, it 
would not need to be provided. 

13. One comment suggested that the 
agency should establish procedures 
providing for the early submission and 
review of the chemistry, manufacturing, 
and controls section and/or the 
prcclinical data section before 
submission of the clinical data and other 
sections. According to the comment, 
these early submissions would expedite 
ultimate approval by permitting early 
review and resolution of deficiencies in 
these technical areas. 

FDA has revised the final rule (to be 
elaborated on by a staff manual guide) 
to provide for the early submission of 
chemistry, manufacturing, and controls 
information, at the option of the 
applicant. During the IND period, 
applicants will be permitted to submit 
information about fully developed 
chemistry, manufacturing, and controls 
procedures and specifications 90 to 120 
days in advance of the submission of the 
main application. Chemistry, 
manufacturing, and controls 
submissions would not be accepted less 
than 90 days before the submission of 
the main application, as they would 
come too late to improve the speed of 
the review process significantly. 
Similarly, such submissions would not 
be accepted more than 120 days before 
submission of the main application 
because they would he premature and 
would hkely not be sufficiently complete 
or final for review purposes. (Because 
review of predmical data is not a 
common source of delay in the review 
process, the final rule does not provide 
for their early submission.) 

The final rale expands upon past 
practice which had been to limit such 
early submissions only to drugs offering 
therapeutic advances. Die agency notes, 
however, that In expanding the 
permissibility of such early submissions 
to other drugs. FDA's ability to review 
them early will depend upon available 
resources. Full applications are viewed 
as having higher priority, as are early 
submissions of chemistry, 
manufacturing, and controls information 
for drags offering therapeutic advances. 
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Nevertheless, this change in the final 
rule provides a mechanism for speeding 
the review of at least some applications 
for which a mechanism does not 
presently exist 

14. One comment suggested that FDA 
clarify the status of its paper NDA 
policy in the final rule. 

FDA has revised the final rule to 
include a description of the "paper 
NDA." This is an application for a 
duplicate of a marketed drug product 
which relies primarily on published 
literature to provide substantial 
evidence of effectiveness and adequate 
scientific evidence of safety for the 
claimed indications. A complete 
description of FDA’s paper NDA policy 
appears in the Federal Register of Mav 
19,1981 (48 FR 27396). 

Summary (§ 314.50(c)) 

15. Several comments endorsed the 
requirement for an overall summary, but 
urged that it should resemble more a 
brief summary than a lengthy treatise. 

FDA agrees in part. As stated in the 
proposal, the summary is intended to 
facilitate review of the application. If a 
more complete summary of any specific 
section of the application is needed to 
provide the necessary information for 
review purposes, it should appear in the 
appropriate technical section. FDA also 
will not refuse to file an application or 
delay its approval if the summary is 
inadequate, provided the data contained 
in the technical sections of the 
application show that the drug is safe 
and effective. Applicants should 
recognize, however, that a superficial, 
poorly written, or incomplete summary 
will not serve its intended function of 
facilitating review and could even 
prolong the review process if it is 
confusing. The summary, therefore, 
should include critical details of study 
design, sufficient numerical data 
(tabular or graphic) to provide a 
quantitative understanding of the data, 
and a forthright discussion of any 
problem areas. Althought the preamble 
to the proposal suggested that a typical 
summary should be 50 to 200 pages long, 
length will likely vary according to the 
nature of the drug and the quantity and 
type of information available. Fifty 
pages should not be viewed as a 
minimum requirement, nor 200 pages a 
maximum; applicants should instead be 
guided by the circumstances 
surrounding the particular application at 
hand. 

18. FDA received several comments 
concerning the proposed requirement 
that the overall summary contain a fully 
annotated copy of the draft labeling. 
One comment asked that FDA require 
annotations to drug labeling only for 


claims about safety and effectiveness. 
Another comment asked for clarification 
about how omissions from labeling 
should be annotated. The comment also 
objected to the requirement that the 
labeling bear annotations to the 
information in both the summary and 
the technical sections of the application, 
suggesting that such a requirement is 
redundant. A third comment suggested 
that the summary should contain only a 
brief summary of the labeling 
information about the drug, and that 
copies of the labeling itself (including 
labels, packages, and package inserts) 
should not be required. Finally, one 
comment found the proposal unclear 
about whether labeling should be 
included in the clinical or chemistry 
sections of the application, and whether 
reviewers would receive copies of 
labeling. 

Assessment of the adequacy of 
labeling is a critical part of FDA’s 
review of a new drug application. In 
determining whether the data and 
information in an application support 
the claims made in the product's 
labeling, it is helpful to know the precise 
information that the sponsor considers 
supportive. By providing reviewers with 
an annotated copy of the proposed 
labeling for the drug, and by directing 
the reviewer to both the summarized 
and detailed data supporting the 
labeling, the sponsor can assure that 
critical supporting data are not ignored 
and that confusion (with its inevitable 
delay) about the basis for labeling does 
not arise. 

As indicated. FDA believes that 
annotations referring to both the 
technical sections and the overall 
summary will best facilitate review. The 
inclusion of annotations to the summary 
will be particularly important to the 
reviewers who do not receive the 
technical sections, and to others, such as 
FDA’s managers and advisory 
committee members, who will not 
review all of the technical data. These 
reviewers also may wish to consider 
certain matters in detail, however, and 
the references to technical sections will 
facilitate this. By law. "specimens" of 
the labeling are required to be 
submitted, and brief summaries, as 
suggested by one comment, are not 
viewed as adequate. The agency's 
guideline on preparing a summary will 
clarify more fully the kinds of 
information that should appear in 
annotated labeling, and how omissions 
from the labeling should be annotated. 

Finally, an annotated copy of the 
labeling will appear in the summary, 
which will be provided to each 
reviewer. In addition, copies of labels 
and other labeling pieces will be 


contained in the archival copy of the 
application where they will be available 
to all reviewers, as necessary. 

17. One comment supported FDA’s 
proposal to use the application summary 
to prepare the summary basis of 
approval (SBA) document that is made 
publicly available following approval of 
the application. Another comment 
suggested that FDA work with the 
applicant during the preparation of the 
SBA and allow the applicant to review 
the SBA before it is released to ensure 
the protection of proprietary 
information. 

Although FDA believes applicants can 
play a large role in the development of 
the SBA through the preparation of the 
summary, the SBA necessarily reflects 
FDA’s judgment, and not the applicant's, 
of what data and information in the 
application support approval of the drug 
product. FDA believes that an 
applicant's review of the SBA to identify 
proprietary information is unnecessary 
because FDA has traditionally not 
included such information in the SBA 

18. One comment suggested that 
applicants should not ordinarily be 
required to submit a completely revised 
summary with a resubmitted 
application, and should be permitted to 
the extent possible, to submit only on 
addendum to the original summary. 

FDA agrees that an addendum to a 
summary is appropriate if minor 
changes are made to an application. 
Significant submissions, however, such 
as providing additional data in response 
to a "not opprovable" letter, would 
necessitate a revised summary that 
again reflects a clear and concise 
description of the information in the 
application. 

19. One comment asked FDA to clarify 
its requirement for the "marketing 
history" of a drug by other persons. 

This requirement is limited to the 
marketing of the drug outside of the 
United States, and it is intended that it 
will be mot with brief information 
concerning where and when the drug 
has been marketed, for what 
indications, and any significant safety or 
effectiveness problems that developed 
during such foreign marketing. The 
agency has revised this provision to 
require also a list of countries in which 
applications for marketing are pending 
This information will facilitate FDA 
contacts with foreign drug regulatory 
officials about the drug. 

Chemistry . Manufacturing, and Controls 
Section (§ 314.50(d)(1)) 

20. FDA received several favorable 
comments concerning proposed change* 
in the chemistry section of the 
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application. For example, one comment 
was pleased that the proposal generally 
reflected the format and level of detail 
of manufacturing and controls data 
required by the European Economic 
Community to market a drug product. 
Another comment agreed with FDA’s 
proposal to eliminate requirements for 
information available to the agency 
under its current good manufacturing 
practice (CGMP1 regulations, stating 
that this change will substantially lessen 
the harden of preparing an application 
without compromising safety or 
effectiveness. 

21 FDA received several comments 
herding the agency’s proposal to 
permit references in the chemistry 
technical section to compendial 
monographs. One comment urged FDA 
to go even further ami not require 
detailed descriptions of drug substances 
subject to compendial monographs if the 
source of the substance is identified and 
CGMP’s are followed in manufacturing 
■! A comment supported the proposal, 
believing that it reflects FDA’s 
willingness to rely upon the compendia 
*t> authoritative sources ol 
pharmaceutical quality standards. Two 
other comments suggested that the 
agency should also permit references to 
the Food Chemicals Codex, the British 
Pharmacopeia, and other compendia. 

The agency is issuing this provision 
m» ntially as proposed, with one 
clarification. Although FDA believes 
thd* references to the official compendia 
may he relied upon under proper 
c :i "Distances to provide required 
information, new developments in drug 
synthesis and advances in analytical 
technology may introduce new concerns 
about the chemistry of drug substances 
that are not adequately addressed by 
current compendial monographs. In 
those cases. FDA may need additional 
^formation about a drug substance lo 
ensure that additives or byproducts of 
the synthetic process are properly 
controlled. Although a reference to 
official compendia will often satisfy the 
requirements* FDA has revised the final 
nil** to state that FDA may require that 
additional information be submitted to 
Permit the proper review of the 
application. This is particularity the case 
h>r tests for impurities and adulterants 
that might be present depending upon 
Ihe source of material and the manner of 
processing the applicant employs. While 
compendial monographs are intended to 
‘isaure the identity, strength, quality. 

»nd purity of the drug, they are not 
Intended to include in each monograph a 
Jp6t for every impurity or adulterant. 

Huis, FDA concludes that additional 
information about drug substances 


subject to compendial monographs will 
sometimes be required. 

The regulation limits the compendial 
sources tha» may be referenced to 
’’official compendia’’ because a special 
relationship exists between FDA and 
the official compendia (United States 
Pharmacopeia/National Formutary) 
under the act, where FDA is authorized 
to enforce compendial standards (see 
section 502(g) of the act (21 U.S C. 

352(g)). 

22. Several comments addressed the 
proposed requirements for 
documentation of raw materials and 
reagents used in the manufacture of the 
drug substance. One Comment thought 
the requirements were ambiguous. A 
second comment criticized the proposal 
os continuing to require too much 
information about the method of 
synthesis, isolation, and purification of a 
drug substance. This comment suggested 
that either the regulations or a guideline 
should make it clear that an applicant 
need only submit such information that 
applies after a pivotal intermediate used 
to produce the drug substance is 
identified. Another comment asked for 
clarification of the requirement for the 
submission of specifications and 
analytical methods for components of a 
drug product (regardless of whether they 
appear in the finished product) and 
whether it includes raw materials used 
in the drug substance. . 

FDA believes that complete 
information about raw materials, 
reagents, in-process controls, and 
methods used in the manufacture of a 
drug substance are needed (particularly 
for a new chemical entity) to 
characterize fully the drug substance. 
The level of detail required, however, 
will vary according to the nature of the 
drug and FDA’s familiarity with it. To 
provide flexibility, the regulation itself is 
general in nature, and FDA will prepare 
a guideline on the chemistry technical 
section to aid applicants in determining 
the appropriate level of data and 
information on a drug substance needed 
in a particular case. 

23. One comment suggested that the 
agency should only require information 
about components of a drug substance 
that remain, in some measure, in the 
drug product or which could have an 
adverse effect on safety or effectiveness. 

FDA disagrees with this comment. 
Information about components that do 
not appear in the finished drug 
substance or drug product is important 
in determining whether the 
specifications and analytical methods 
are appropriate to assure the identity, 
strength, quality, and purity of the drug 
substance and the bioavailabiiity of 


drug products made for it. This 
information is also important to assure 
batch-tobatch reproducibility of the 
drug substance Although these 
components do not appear in the 
finished drug substance or drug product, 
they may. or changes in them may. 
significant affect the finished drug 
product. 

24. Several comments suggested that 
the final rule should explicitly recognize 
current practice, under which 
applications may provide for alternative 
sources of inactive ingredients and 
alternative manufacturing procedures, 
including the following: (1) Reasonable 
alternatives for any material used in the 
synthesis of the new drug substance. (2) 
alternative methods or variations of 
methods of synthesis within reasonable 
limits which do not affect the 
characteristics of the substance, and (3) 
reasonable quantitative variations in the 
ingredients in the product. 

FDA agrees with these comments, and 
has revised the final rule to provide for 
identifying such alternatives. Generally, 
an alternative method or variation 
should include a description of the 
circumstances under which the 
alternative or variation will be used. 
Comparable specifications and 
analytical data for the material 
produced by the alternative methods or 
variations must also be submitted. 

25. Several comments addressed the 
inclusion of bioavailabiiity related 
information in the chemistry section. 
One comment objected to the addition 
of bioavailabiiity to the statutory 
standards of identity, strength, quality, 
and purity—standards that, according to 
the comment, adequately cover the 
physical and chemical parameters 
affecting bioavailabiiity. The comment 
also pointed out tht bioavailabiiity is 
covered under its own technical section 
Another comment objected to the 
requirement to provide specifications 
and analytical methods to ensure 
bioavailabiiity because the methodology 1 
may not exist A third comment 
suggested that references to the 
bioavailabiiity of drug products made 
from a drug substance be deleted from 
the paragraph on the drug substance 
because it appears in the paragraph on 
the drug product. 

FDA believes that these comments 
misunderstood the proposed 
requirements. The final rule, like the 
proposal, does not require the chemistry 
section of an application to contain 
information about the bioavailabiiity of 
the drug product. That information is 
contained in the human 
pharmacokinetics and bioavailabiiity 
section. What is required in the 
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chemistry section is that an applicant 
provide specifications and analytical 
methods for the drug substance and the 
drug product that will assure the 
ultimate bionvailobiiity characteristics 
of the drug product. For example, if the 
bioavailability of the drug product 
depends on the crystalline form of the 
drug substance used in the drug product, 
the chemistry technical section must 
contain the necessary specifications and 
analytical methods to ensure that the 
substance has the necessary crystalline 
form. This requirement for specifications 
and analytical methods pertains to both 
the drug substance and drug product 
because specifications at either or both 
stages could be pertinent to 
bioavailability, but it does not apply to 
intermediates and raw materials used in 
the manufacturing of the drug substance. 
If specifications and methods are 
unnecessary for assuring bioavailability, 
they need not be supplied Although it 
might be argued that the standard of 
"quality" adequately covers the physical 
and chemical parameters affecting 
bioavailability, there is no good reason 
not to be explicit about the*requirements 
for information about drug chemistry 
that, although they pertain to 
bioavailability, must be evaluated by 
FDA’s chemistry reviewers. 

26. One comment suggested that the 
phrase "specifications related to 
stability" should be deleted from the 
requirements for the drug substance 
because expiration dates on drug 
substances are not required. 

Like the previous comments on 
specifications relating to bioavailability. 
FT)A believes this comment 
misunderstood the proposal. Although 
expiration dates for drug substances are 
not required, establishment of o 
specification for stability of the drug 
substance may in some cases be needed 
to assure the quality of the drug product 
If there is no such specification, it need 
not be supplied. 

27. One comment suggested that 
references to process controls should 
not be required because they are 
adequately regulated under the CGMP 
regulations. According to this comment, 
requiring this information in an 
application and requiring agency 
approval before changes can be made 
takes away manufacturers* flexibility for 
establishing procedures for in-process 
tests and for determining the 
significance of testing results. 

The agency disagrees with this 
comment. FDA believes that a review 
prior to marketing of in-process controls 
is needed to determine whether 
appropriate tests and limits are 
established (for example, for solvents 
and particle size) which may affect 


physiological or pharmacological 
activity. 

28. One comment urged that the 
agency codify its current policy thut 
methods validations will not delay 
approval of an application. 

FDA views itself as bound by its 
current policy, unless changed, 
regardless of whether it is included in 
the regulations. Moreover, the policy is 
of a type that the agency would more 
likely cast as a guideline, given its 
length and complexity, than as a 
regulation. In addition, the agency 
memoranda on this subject, which have 
been made public, adequately describe 
the policy and. thus*FDA does not 
believe that codifying the policy is 
necessary. 

NonclinicoI Pharmacology and 
Toxicology Section (§ 314.50(d)(2)) 

29. Several comments objected to 
FDA’s proposal to require a description 
of studies of nonclinical 
pharmacological actions of the drug for 
possible therapeutic indications for 
which the applicant is not seeking 
Approval. These objections are premised 
on the belief that the information would 
be irrelevant to the drug’s proposed 
indications, that the requirement would 
delay submission of an application 
while the applicant gathered the 
information, and that time and efTort of 
reviewers would be wasted, particularly 
if the informatiomwere to lead them to 
speculate about other potential, new 
indications. 

FDA agrees in part with these 
comments, but believes the purpose of 
this section was not well described in 
the proposal. Information about 
pharmacological effects other than the 
primary effect related to the proposed 
use is not usually critical to evaluating 
the effectiveness of the drug, but these 
pharmacologic properties are pertinent 
to a full understanding of the drug's 
effects, e.g., they may help explain side 
effects and drug interactions. Such 
information also is pertinent to 
investigational use of the drug, so it 
should be unnecessary for an applicant 
to perform new analyses to meet the 
requirement. The agency has revised the 
final rule to make this requirement 
clearer. 

30. Several comments addressed the 
form of submission of data from animal 
studies. One comment requested 
clarification as to whether the revised 
regulations are intended to continue the 
current practice under which individual 
animal data are only reported in 
tabulations, and the "raw data" 
(laboratory notebook, worksheets, and 
other documentation relating to 
individual animals) are not submitted 


unless FDA has reason to request them 
in a particular case. Another comment 
suggested that FDA require summaries 
instead of tabulated individual data 
from long-term toxicity and 
carcinogenicity studies in order to 
reduce the size of the application. 

The nonclinical pharmacology and 
toxicity section of the application is . 
intended to continue current practir.es 
with respect to the submission ol 
individual animal data. Thus, applicants 
are not required to submit laboratory 
notebooks, worksheets, and other 
documentation relating to individual 
animals (although those materials are 
subject to reenrd retention requirement 
under the good laboratory practice 
(CLP) regulations (21 CFR Part 58)). 
Although summaries that contain 
tabulations and graphs are helpful for 
describing long-term toxicity and 
carcinogenicity studies. FDA believes 
that full tabulations of individual anirmi! 
data are necessary to conduct a proper 
review of these important safety- 
oriented studies. 

31. Several comments questioned the 
implication in the proposal that all 
pharmacological studies arc subject to 
the agency’s GLP regulations. These 
comments noted that those regulations 
apply only to nonclinical safety studies 
and not to other animal studies, such us 
nonclinical pharmacology studies. Other 
comments suggested that the regulation 
should require only a description of 
"significant" deviations from the CLP 
regulations, or a "statement of 
differences" for studies that were not in 
"substantial" compliance with them 

FDA agrees that the proposal might he 
read to imply that all pharmacological 
studies are subject to FDA's GLP 
regulations. The agency has revised the 
final rule to clarify that un application is 
only required to contain a statement 
regarding compliance with GLP's for u 
"nonclinical laboratory study" as 
defined in 21 CFR 58.3(d). FDA, 
however, has not made the other 
suggested change. Because the GLT 
regulations describe minimum standard* 
for nonclinical laboratory studies, FDA 
believes that it is appropriate that the 
application contains a description of 
deviations from those requirements Th« 
agency advises that such studies may 
still be relied upon, depending on thr 
nature of the deviations. 

Human Pharmacokinetics and 
Bioavailability Section (§314.50(d)(3Jj 

32. One comment urged that this 
section contuin a comparison analyse of 
human and animal pharmacokinetic 
data and the rationale for setting the 
specifications for the drug substance 
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arid drug product based upon the results 
of bioavailability studies. 

FDA does not agree that the final rule 
should require a comparison of human 
and animal pharmacokinetic data. 
Animal pharmacokinetic data are 
generally most relevant during the 
investigational phases of drug 
development, where they permit the 
establishment of parameters for the safe 
I use of the drug in human subjects. After 
human pharmacokinetic data are 
| collected* however, they alone are 
usually adequate for review of an 
application. An applicant is free, 
however, to provide a comparison 
analysis of the animal and human data 
if the applicant believes it results in a 
clearer presentation. At the same time. 
tht> agency agrees with the suggestion 
fur inclusion of the rationale for 
spec ifications and analytical methods 
for the drug substance and drug product 
needed to assure the bioavailability, and 
FDA has revised the final rule to add 
that requirement. The rationale for 
establishing specifications and 
analytical methods, with the data and 
information supporting the rationale, is 
needed to determine whether the 
proposed specifications or methods will 
assure the bioavailability of the drug 
substance or drug product. 

33. One comment objected to the 
statement in the preamble that 
bioavailability duta are needed to 
assure batch-to-batch consistency and 
to reevaluate product reformulations or 
changes in manufacturing processes. 

The comment argued instead that 
simpler methods, such as in vitro 
dissolution, are adequate. 

The ability of in vitro dissolution data 
to determine the bioavailabiiity of a 
batch of a drug product depends, in 
FDA’s view, on whether the data can be 
correlated with in vivo data. Generally 
in vivo bioavailabiiity data and in vitro 
dissolution data are examined and, if 
possible, in vitro dissolution methods 
and specifications are set for the 
product Subsequent batch-to-batch 
consistency is assured by testing each 
batch by the in vitro method and 
evaluating the results against the in 
vitro specifications. Thus, 
bioavailabiiity data are often needed to 
establish the simpler in vitro tests. 

34. One comment urged that die 

j »ummnrizing discussion and analysis be 
tiearly required at the beginning of the 
pharmacokinetics and bioavailabiiity 
•action because it brings together 
information not necessarily present in 
^ch of the bioavailabiiity and 
bioequivalence studies. This comment 
suggested that this section should 
| that the analytical and statistical 

methods used in each study be 


described in the report of the study, and 
not grouped together in a separate 
section as the proposal suggests. 
Moreover, the comment believed that 
each study should be evaluated as an 
entity because that is the way reports of 
studies are prepared. The comment 
asserted that breaking reports In this 
section apart is likely to lead to errors. 

FDA believes this comment 
misunderstood the proposal. The 
regulation is intended to describe in 
general terms the kinds of data and 
information that are required to appear 
in this section and the applicant is free 
to present it in the format that provides 
the clearest presentation, which may 
include either an opening or dosing 
summary. Because FDA agrees that, in 
most instances, the analytical and 
statistical methods used in each study 
should be described in the study report, 
the agency has revised the regulation to 
suggest that use of that format is usually 
preferable. Again, however, FDA 
believes the applicant should use a 
format that provides the clearest 
presentation and permits the most 
efficient review. 

Clinical Data Section—General 
(§ 314.50(d)(5)) 

35. One comment objected to the 
requirement that the results of each 
human clinical pharmacology study be 
compared with the animal 
pharmacology and toxicology data. The 
comment explained that most toxicology 
studies use doses higher than those used 
in human studies and often for longer 
periods of time, and that animal 
pharmacology studies may include 
disease states in animals not present in 
clinical studies. Thus, according to this 
comment, applicants should only be 
required to compare the results of 
clinical pharmacology studies with the 
"major findings" of animal 
pharmacology and toxicology studies. 
Another comment urged that this 
requirement be limited to information 
related to the intended use of the drug 
under its proposed labeling and to 
possible side effects to ensure that the 
applicant and the agency do not become 
sidetracked on issues related to 
potential new indications for the drug. 

The agency does not agree that it is 
necessary to limit the comparison 
between clinical pharmacology data and 
animal data, as suggested by the 
comment The proposal's call for "a 
brief comparison of the results of human 
[pharmacology] studies with the animal 
pharmacology and toxicology data" is 
intended to require an examination of 
the clues to potential usefulness or 
toxicology in humans provided by 
animal data. With respect to the second 


comment, virtually all of the 
pharmacologic properties of a drug are 
pertinent to the intended use of the drug, 
even those properties that are not the 
ones leading to the drug's intended use. 
The human results should thus be 
compared to all pertinent animal 
observations. If no human observations 
concerning a particular property exist, of 
course, no comparison can be made. 

36. Noting that a controlled clinical 
study on a drug may not be relevant to 
the indications proposed in the 
application, one comment suggested that 
the final rule should only require a 
description and analysis of each 
controlled clinical study pertinent to the 
proposed indications for the drtig and 
that other controlled studies should be 
included in the general description of 
other data or information relevant to an 
evaluation of the safety* and 
effectiveness of the drug This comment 
also suggested that the regulations 
require only that the applicant describe, 
and not analyze, data from studies that 
are not controlled. 

FDA has revised the final rule to 
require description and analyses of 
controlled clinical studies pertinent to a 
proposed use of the drug. The agency 
notes, however, that § 314.50(d)(5)(iv) 

•till calls for "a description and analysis 
of any other data or information 
relevant to an evaluation of the safety 
• * * of the drug product" not a 
"general description" as implied by the 
comment, and does require some 
analysis of controlled studies not 
pertinent to the proposed uses of the 
drug. FDA continues to believe that the 
usefulness of sources of data, such as 
clinical trials of drug uses other than 
those proposed, depends on a 
reasonably detailed description and 
analysis of the safety of those trials. The 
agency notes, however, that the 
proposal did not require analyses of 
uncontrolled studies, but only a 
description of them, which accords with 
the comment’s suggestion. Finally. FDA 
has revised the final rule to include a 
requirement for a brief description of 
pertinent studies that have been 
discontinued or are ongoing. 

37. One comment objected to a 
requirement for safety data from 
epidemiological studies of related drugs, 
believing that the requirement is vague 
and potentially subject to an overbroad 
application. 

The agency does not believe that 
information about related drugs, such as 
epidemiologic data, can be ignored in 
evaluating a new drug. An applicant 
developing a new member of an already 
established drug class usually is, and 
should be. conscious of the experience 
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with other members of the class. Such 
information may be relevant to labeling 
und may help focus the evaluation of the 
data submitted. FDA does not believe 
that the requirement will be applied 
unreasonably. 

36. On its own initiative, the agency 
has made two additional changes in the 
final rule. First, FDA has added an 
explicit requirement for the upplkunt to 
synthesize, in an integrated summary, 
the data which it believes provide 
substantial evidence of effectiveness of 
the drug for its proposed uses 
(§ 314.50td)(5)(v)). FDA believes thut 
this requirement was implicit in the 
proposed requirements for an overall 
summary to help the agency prepare the 
SBA document* but has determined that 
a specifically focused discussion in the 
clinical section will significantly 
facilitate review. Second, the final rule 
also requires an applicant to explain 
briefly why a study is not considered 
adequate and well-controlled. This will 
enable the agency reviewers to 
determine what conclusions can be 
validly drawn from those studies. 

Safety Update Rvfxtrts 
(§ 3N.H0f d)(5)(vi)(b)) 

39. FDA received several comments 
on the proposed “safety update reports.** 
which are designed to advise FDA of 
new safety information that becomes 
available while the application i 9 being 
reviewed by the agency. Die proposal 
would have required such reports at 4- 
month intervals and upon receipt of an 
approvable tetter. Although most of the 
comments addressing this Issue favored 
the concept of safety update reports, 
concerns were raised that the reporting 
intervals were too frequent and that the 
data being requested were more than 
were necessary. Concerns were also 
raised that, if not properly limited, the 
requirement for safety update reports 
could delay the approval process by 
creating an ongoing need to review more 
data. 

FDA believes that the basis for the 
proposed safety update reports, which is 
to ensure that drug approvals are based 
on the most up-to-date safety 
information available, is sound. FDA 
has, however, revised the final rule to 
ensure that reporting obligations are no 
greater than are needed, so that the 
requirement does not unduly delay 
approvals. 

First, FDA has defined more precisely 
the type of information that needs to be 
reported. Whereas the proposal simply 
said “new safety information.** the final 
rule specifies “new safety information 
* * • that may reasonably be expected 
to affect the statement of 
contraindications, warnings. 


precautions, and adverse reactions 
contained in the draft labeling.** Thus, 
under the final rule, the only information 
that must be submitted in a safety 
update report is safety information that 
is different from that previously 
submitted and that may warrant 
revision in the draft labeling. It should 
be emphasized that (1) “new** 
information Includes both adverse 
effects that were never seen before and 
a material change in the frequency or 
severity* of effects that were recognized 
previously; und (2) case report forms for 
patients who die or who leave a study 
prematurely because of an adverse 
event are always required (unless the 
requirement is waived). Thus, for 
example, new safety information that 
suggests that on adverse effect occurs at 
a higher rote than previously thought 
would be required because It might 
change a precaution to a warning in the 
labeling. 

Second. IDA has revised the reporting 
intervals so that safety update reports 
will be required (1) 4 months after the 
initial submission; (2) following receipt 
of an approvul letter and (3) at other 
times as requested by FDA. The first 
safety update report is important 
because it is designed to let reviewers 
know if any major new data are 
available that could affect their 
recommendations regarding approval of 
the drug. This first report covers a much 
longer period than 4 months because it 
also covers the time period between the 
“data lock point** and submission of the 
application, during which time the 
applicant is preparing the application for 
submission to the agency. The report 
following an approvable letter is 
intended to provide the agency with the 
most current information available 
immediately before approval. Moreover, 
it parallels the normal submission of 
final printed labeling so that FDA 
reviewers can be assured that the 
labeling is up-to-date. In addition. FDA 
may request safety update reports at 
other times, such as before an advisory 
committee meeting or before an 
approval tetter where an unusual 
amount of time may have passed since 
issuance of the approvable letter. This 
may also include the situation where the 
agency intends to issue an approval 
(instead of an approvable) letter based 
on draft labeling, and a special request 
for a final safety update report will 
prevent undue delay. Thus, by replacing 
the “every 4 months*’ requirement with 
discretionary requests by the agency 
the regulations allow applicants to 
submit interim reports only when the 
agency believes they are necessary for 
review and approval of the application. 


FDA does not believe this policy will 
delay the approval process. As noted 
above, the reports themselves ore tied to 
information pertinent to labeling, and 
will be in a familiar format, permitting 
prompt review. Moreover. FDA expects 
that major changes in safety information 
will not be common. If an applicant, 
however, does obtain new safety 
information that is so significant thut it 
coold affect the overall risk/benefit 
determination of the drug for one or 
more indications, a further extension of 
the review process will inevitably be 
necessary. 

The guideline on the clinical section c»f 
the application will describe the format 
of both original safety reports and 
updates. 

Samples and Labeling (§ 314 50(e)) 

40. Several comments suggested that 
requiring four samples is excessive and 
that FDA should request only fhe actual 
amount needed. 

FDA‘s experience is that four samples 
arc needed to perform necessary testing 
One sample is tested by each of two 
FDA laboratories, for purposes of 
replication, and the two remaining 
samples are held as reserve samples for 
each of those laboratories in the event 
that additional testing is necessary. In 
addition, the final rule represents a 
significant reduction from past practice 
in the amount of samples applicants 
must submit to support approval of an 
application. Samples are no longer 
required, for example, of the finished 
dosage forms used in the clinical 
investigations, nor of the new drug 
substance used in manufacturing those 
dosage forms. FDA has revised the final 
rule to increase from two to three copies 
of the analytical methods and related 
descriptive information FDA needs to 
test the samples. One copy is needed fur 
each of the FDA laboratories assigned 
to test the samples and a third copy is 
needed for the agency's headquarters 
files. 

41. One comment urged that samples 
be required earlier in the review 
process, specifically either at the tint** 
the application is submitted or when thr 
application is filed. This suggestion was 
aimed at ensuring that necessary testing 
is completed on time and does not delay 
approval of the application. 

FDA disagrees with this comment 
Under the final rule, the FDA reviewer 
will contact the applicant to request 
samples and provide laboratory 
assignments after a preliminary revtew 
of the analytical procedures BmHcuIc* 
that the procedures are satisfactory. The 
date of filing is not appropriate because 
the review necessary to determine 
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whether on application is complete and 
can be filed is not as detailed as the 
rev iew needed to determine whether 
analytical procedures are satisfactory 
The procedure in the final rule will 
prevent the premature submission of 
samples and will ensure that methods 
validation testing is not conducted on 
outdated samples. The procedure should 
not however, delay the review process 
90 long as applicants make every effort 
tu provide the samples when requested. 
Moreover, as noted above, it is FDA's 
policy not to delay approval of a drug 
I solely because methods validation has 
I net been completed. 

42. Several comments questioned 
I whether, by combining requirements for 
I samples and labeling, the proposal 
implied that labeling should be 
submitted only upon request. Another 
I comment asked FDA to clarify what it 
means by "related descriptive 
information" and noted that the 
I proposal would not have required 
I submission of results of the applicant's 
tents on samples. 

FDA has revised the final rule to state 
that copies of the product's label and 
labeling should be submitted with the 
application, and not only upon request 
I The final rule also states that "related 
I descriptive information" includes a list 
I describing each submitted sample; a list 
I of proposed regulatory specifications; a 
I del ailed description of the methods of 
I analysis: supporting data for accuracy, 
specificity, precision, and ruggedness: 
and Lomplete results of the applicants 
tests on each sample. 

43 One comment urged that the 
current exclusion for sterility and 

I pyrogen testing samples, which was not 
contained in the proposal, be retained. 

Although FDA agrees that sterility 
*nd pyrogen testing samples are often 
urmecesaary. particularly if the testing 
procedures are ones generally 
recognized as valid (for example, 
procedures established in the official 
compendia), new testing procedures 
«mv he developed (for example, the 
limulus amebocyte lysate test for 
pyrogens) that wurrant FDA review. 
Accordingly, the final rule requires their 
submission, but FDA will consider 
wi.iver requests on a case-by-cuse basis. 

44 One comment suggested that the 
final rule should follow the current 
practice and require the submission of 
only one finished market package. 

FDA has revised the final rule to 
eliminate the suggestion that four 
samples of the finished market package 
*re required- Samples of the finished 
market package are required to be 
Submitted only if FDA requests them 
although the agency generally 
’♦•quests only one sample, two are 


sometimes needed. The final rule 
provides this flexibility. 

Case Report Forms and Tabulations 
(§ 314.50(f)) 

45. FDA received many comments on 
the proposed submission of individual 
clinical data using a combination of case 
report forms and tabulations. A number 
of the comments misunderstood the 
meaning of the terms used and their 
interrelationship. For example, some 
comments erroneously equated "case 
report forms" with "raw data." while 
other comments mistakenly understood 
"tabulations" to be the same as 
"summaries." Before addressing the 
specific comments, therefore, these 
terms need to be clarified in the context 
of the current regulations and the NDA 
Rewrite proposal. 

a. Raw data. The "raw data" from a 
clinical study ore the clinical 
investigator's own records of the 
individual patients. These records 
include the patient charts, hospital 
records, x-rays or other laboratory test 
results, and notes of the attending 
physician. These raw data, even under 
current regulations, are not routinely 
submitted to FDA as part of a new drug 
application, but instead remain in the 
files of the clinical investigator or 
hospital for FDA audit, if necessary, 

b. Case report forms. These are the 
documents that the clinical investigator 
sends to the drug sponsor that list all the 
data collected on each individual 
patient. There is 1 case report for every 
patient in each study, and case reports 
typically vary from 5 to 50 pages in 
length. Under current regulations, all 
case reports must be submitted to FDA 
as part of a marketing application. 
Because such applications frequently 
contain data on from 1.000 to 3.000 
putients. case reports consume a great 
many volumes In a ty pical application. 

c- Tabulations. These ore tabular 
listings of the individual patient data, as 
taken from the case report forms. The 
tabulations are prepared by the drug 
sponsor, usually using an automated 
data processing system. By using 
tabulations, the results from a study of a 
given medical parameter (e g., blood 
pressures for an anti-hypertensive drug) 
can be presented on one or two pages. 
These tabulations contain the very same 
numbers as the case report forms on 
which they are based, and the data are 
clearly identified by individual patient. 
Thus, tabulations are ordinarily a more 
concise and efficient representation of 
the dato contained on the cose report 
forms. 

d. Summaries. These are usually 
narrative documents, often interwoven 
with summary tables and graphic 


presentations of data, that present the 
results of a study, using the analyses 
deemed appropriate. Summaries are the 
most common means of communication 
in science, and most scientific journal 
articles are summaries in this sense, as 
arc the descriptions and analysis called 
for in the clinical section of the 
application. Summaries, however, are by 
their nature interpretive documents that 
select certain data as being important. 
Thus, summaries reflect a point of view 
about what the data mean, and the point 
of view and data selections are always 
shaped by the )udgment of the writer. 

e. Current requirements. Current 
regulations require the routine 
submission of all case report forms. Use 
of tabulations is voluntary with the 
applicant. Recognizing the inherent 
difficulty of relying on the case report 
forms themselves to find individual data 
elements, it is extremely common for 
applicants to submit tabulations 
voluntarily in some form to make the 
review of the dato more efficient. 
Applicants use such tabulations in their 
own analyses, subjecting them to a 
variety of statistical procedures to 
develop analyses and summary tables 
presented for each study report. 

f. The proposal. Based on the agency's 
positive experience with tabulations, 
FDA proposed to substitute tabulations 
for case report forms as the primary 
focus of the data review. Under the 
proposal, some case report forms would 
still be required routinely (Le.. for 
patients who died during or who 
dropped out of a clinical study due to an 
adverse event) because these cases are 
the ones most likely to reveal significant 
safety problems and demand individual 
case-by-case review. Also under the 
proposal. FDA would have access to 
additional case reports whenever a 
legitimate need existed. Thus, the intent 
of the proposal was to focus the 
agency’s review on a more concise and 
efficient mode of data presentation, 
while still providing the agency with 
complete individual patient data. The 
proposal also contained a requirement 
for summaries* but .only to complement 
and integrate the individual patient data 
contained in the case reports and 
tabulations. 

4 a FDA received a considerable 
number of comments on this provision, 
concerning primarily the concept of how 
data should be submitted (Le.. 
summaries versus tabulations versus 
case report forms). Comments on both 
these subjects covered a wide spectrum. 
Several comments argued that alt case 
report forms should be routinely 
required, on the ground that FDA 
needed this "raw data" to conduct a full 
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scientific review. In contrast, other 
comments suggested that even the 
review of tabulations would be more 
time consuming than necessary, and that 
FDA should instead rely on summaries 
alone. 

FDA believes that the proposal to 
require data submission through a 
combination of summaries, tabulations, 
and case report forms allows a scientific 
review that is both thorough and 
efficient. FDA believes that for many 
purposes, tabulations can provide 
adequate information for review 
because these tabulations will be 
required to contain the same individual 
patient data listed on the case report 
forms. As described above, even case 
report forms are not actually "raw data M 
(but instead constitute individual patient 
data as transposed by the clinical 
investigator from the doctor's charts), so 
concerns raised about the agency no 
longer requiring "raw data" are 
misplaced. 

FDA also disagrees with the 
suggestion that it rely on summaries 
alone, without a routine submission of 
individual patient data (either as case 
report forms or tabulations). As noted 
above, summaries are, by their very 
nature, interpretive documents. 

Although summaries are extremely 
useful in reviewing applications. FDA 
believes they need to be complemented 
by the underlying data (either in 
tabulations or case report forms) for the 
agency to be able to conduct a 
thoroughly independent and objective 
review. 

In response to these comments, 
however, FDA has reevaluated the 
proper mix of tabulations and case 
report forms that should be required. 
Although FDA believes that tabulations 
will be extremely useful in promoting a 
more efficient review process, the 
agency also recognizes that there are 
some inherent limitations on the use of 
tabulations and that, in certain 
instances, direct reference to case 
reports will be necessary. Theses may 
include, for example, instances where 
important narrative or other information 
on the case report form is not amenable 
to tabular presentation, or where case 
reports are desired to spot check the 
accuracy of the tabulations. 

Accordingly, in order for the agency to 
conduct a scientific review that is both 
thorough and timely, a complete set of 
case report forms will ordinarily be 
needed for the most critical studies. In 
order to choose these appropriately, and 
at a time when they can be provided 
without causing delay, FDA reviewers 
will designate, approximately 30 days 
after receipt of an application, the 
critical studies for which case reports 


will be requested. These studies will 
ordinarily also be the ones utilized by 
the Division of Scientific Investigations 
in conducting its on-site data audits, and 
that division will make use of the same 
case reports, whenever possible, in 
order to eliminate the need for duplicate 
submissions. 

FDA believes this policy is consistent 
with its overall goal of improving the 
efficiency of the drug review process. By 
relying more heavily on summaries and 
tabulations, FDA's initial review will be 
focused onto a more concise form of 
data presentation. This initial review, 
however, may trigger the need to review 
certain patient histories in more detail, 
especially those from the most critical 
studies, and case reports provide the 
basis for that more detailed review. 
Requests for full case reports from 
certain critical studies does not 
necessarily imply the need for a case- 
by-case review of every patient; instead, 
such requests are intended to ensure 
that FDA reviewers can make reference 
to, when needed, case report forms for 
those patients requiring further review. 
By making such requests approximately 
30 days into the review process, delay is 
unlikely to occur. 

Even with this modification, FDA 
estimates that there will be an average 
reduction of about 75 percent in the 
number of case reports that are 
routinely requested, when compared to 
the current requirement of full 
submission. As reviewers become more 
comfortable with tabulations, and 
applicants become more skillful in 
making them usable, it is possible that 
requests for case reports will decrease. 
The regulation itself is general in nature 
so as to accommodate both the present 
expectation and any future changes. 

47. Several comments that opposed 
the substitution of tabulations for most 
case report forms were concerned that 
this change could enhance the 
possibility that FDA would receive 
inaccurate data. 

FDA does not believe that this change 
will decrease the accuracy of the data 
received or undermine the agency's 
ability to assure data accuracy. First. 
FDA's Division of Scientific 
Investigations routinely conducts a data 
audit on two or more critical studies In 
each marketing application. Such data 
audits compare the data on case report 
forms to the raw data retained by the 
clinical investigators. The policy of 
conducting these audits will continue. In 
addition, as noted above, medical 
reviewers may need to spot check the 
accuracy of tabulations for the most 
critical studies by comparing them to the 
dote in the case report forms, and FDA 


can request the submission of case 
reports for that purpose. 

48. FDA received a number of 
comments on the proposed standard 
that additional case reports could be 
obtained whenever a "legitimate need 
existed to conduct an adequate review 
of the application. Comments generally 
believed that this provision was vagur 
Many interpreted it as an attempt to 
discourage requests for additional case 
report forms. Several comments, on the 
other hand, were concerned that the 
provision would lead to excessive 
requests and urged that the final rule 
contain explicit criteria for justifying 
request, and that requests should be 
made in writing with a supporting 
rationale. 

FDA had modified this provision in 
the final rule to reflect the agency's 
central concern—namely, to permit th« 
agency access to case report forms 
when it believes that they are needed to 
conduct a proper review of the 
application. The agency did not intend 
the phrase "legitimate need" to imply a 
barrier, and the final rule has been 
modified to contain more neutral 
language. FDA recognizes the concern 
expressed by several comments that 
some reviewers may be prone to request 
more case reports than the applicant 
believes are necessary. Although lher» 
will inveitably be differences among 
reviewers, FDA believes that assuring 
the reasonableness of requests for case 
report forms is the responsibility of FDA 
management. To strike what FDA 
believes is the appropriate balance 
between these competing interests, the 
final rule provides that all requests for 
additional case reports (other than thn« 
required to be routinely submitted) must 
be approved by the director of the 
division responsible for reviewing the 
application. Any applicant that feels it is 
being asked for an excessive number of 
case reports may raise the matter 
directly with the releveant division 
director or with the ombudsman. 

FDA notes that the need for additional 
case reports will likely vary according to 
the type of drug under review. For 
example, case reports appear to 
contribute significantly less to the 
efficacy review of on anti-hypertensive 
drug because blood pressures can quite 
adequately be complied in a tabulation, 
patient dropouts are usually few. and 
most patients entered into a trial are 
analyzed. Conversely. FDA believes that 
case reports may be critical to the 
review of controlled studies for an 
antibiotic drug. This is because the 
efficacy determination for an antibiotic 
turns largely on which patients wen* 
included and which were excluded from 
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ih» > tt:dy analysis, and the reasons for 
in 'tision or exclusion often involve 
\ch)$ judgments that cannot readily be 
uhown in a tabulation. FDA will advise 
applicants, either in guidelines or in 
pre N'DA" conferences, of particular 
u:$e report needs for particular drug 
classes. 

*59. Several comments addressed the 
time aspect involved in FDA requesting 
additional case report forms or 
tribulations* One comment was 
concerned that the proposal might 
actually delay the review process, 
because reviewers would have to wait 
for the submission of additional case 
| report forms. Another comment 
suggested that the 30 days for the 
submission of case report forms, as 
I provided in the proposal may not be 
adequate. A third comment suggested 
that, if additional case reports or 
• * hula t ions are submitted more than 30 
days following an FDA request any 
extension to the review period should be 
limited to the number of days the 
submission was late. 

FDA docs not believe that this 
requirement will cause delay in the 
review process. Case report forms are 
still required to be maintained by drug 
sponsors, and the time needed to 
respond to requests should be relatively 
short Moreover, applicants, who 
themselves seek an expeditious review, 
have an incentive to respond to such 
requests quickly. Finally, as noted 
above, the agency's policy of identifying 
needed case report forms early in the 
review process should also help reduce 
delay When applicants do take more 
than 30 days to respond, the agency 
considers it reasonable to extend the 
review period in accordance with 
J 314.GO. The length of such extension 
will involve not only the time taken to 
respond, but atso other factors, such as 
the stage of the review process and the 
reasons for the request. For example, 
case reports requested to investigate 
data discrepancies may require a longer 
extension than requests for case reports 
to provide information not contained in 
the tabulations. 

50. Several comments urged that FDA 
require the routine submission of case 
report forms for deaths and dropouts 
only for patients who receive the 
investigational drug, and that case 
reports Tor patients on placebo or a 
reference drug not be included. In 
addition, one comment asked whether 
the term “adverse event" in this section 
of the proposal would include a patient 
who dropped out of the study because of 
lack of expected pharmacological 
effect." 

FDA believes that case report forms 
l° r deaths and dropouts are particularly 


useful for determining safety problems 
with a drug In determining whether 
these events were drug-related. FDA's 
evaluation necessarily includes 
comparing safety problems for patients 
who took the test drug with patients in 
the control group who also died or 
dropped out of the study. Thus, the 
agency believes that this provision of 
the final rule should not distinguish 
between patients in a study on the basis 
of whether they actually received the 
investigational drug, and the final rule 
has been so revised The term adverse 
event in this context (as distinguished 
from its use in { 314.80 concerning 
postmarketing surveillance) does not 
include "lack of expected pharmacologic 
effect." 

51. Several comments addressed the 
level of detail required in the 
tabulations. A number of comments 
objected to requiring "every datum" 
obtained on each patient so that FDA 
reviewers can reanalyze the data 
already analyzed by the applicant. 

These comments preferred tabulating 
data on categories of patients, which is 
the standard procedure used in 
submitting papers to scientific journals. 
Another comment took the opposite 
view and suggested that the tabulations 
include full listings of individual patient 
data. One comment simply asked that 
FDA clarify the level of detail needed. 

As a general rule. FDA believes that 
individual patient information that is 
important enough to be recorded on a 
case report form would be pertinent to 
the agency's review of the drug's safety 
and effectiveness. As noted earlier, the 
tabulations are intended to present 
essentially the same information as the 
case reports, except in a more efficient 
form. 

Nevertheless, the agency recognizes 
that not all individual patient 
information will be needed for (he 
agency to conduct a proper review of 
the application. The regulation, for 
example, exempts from submission 
tabulated data on effectiveness derived 
from uncontrolled Phase 2 and Phase 3 
studies. This is because the agency’s 
effectiveness review relies upon 
adequate and controlled studies, as 
required by law. 

The regulation further provides that 
the applicant may delete additional 
tabulations which the agency agrees, in 
advance, are not pertinent to a review of 
the drug's safety or effectiveness. Upon 
request. FDA will discuss with the 
applicant in a "pre-NDA" conference 
those tabulations that may be 
appropriate for such deletion. The 
regulation also provides that, barring 
unforeseen circumstances, tabulations 
agreed to be deleted at such a 


conference will not be requested during 
FDA's review. 

OthuT Information (§ 314.50(g)] 

52. One comment suggested that 
applicants be permitted to submit 
English language abstracts that appear 
in original publications in foreign 
languages and that they be required to 
submit an English translation of the full 
publication only upon request. 

The agency believos that it is not 
unreasonable to ask an applicant who 
relies upon an original literature 
publication in a foreign language to 
submit both the foreign publication and 
an English translation of it. Otherw ise, 
FDA would not be able to review the 
full presentation. This is not a new 
requirement. 

Format of an Original Application 
(§ 314.50(h)) 

53. Several comments addressed the 
provision whereby applicants could 
submit the archival copy of the 
application on microfiche. Comments 
generally suggested that limiting 
submissions to microfiche is too 
restrictive and that FDA should permit 
microfilm and other data storage forms. 
One comment suggested that roll 
microfilm is more economical and easier 
to make hard copies from than 
microfiche. Some comments stated that 
most applicants already submit copies 
of raw data on indexed microfilm to 
Canadian drug approval authorities, and 
that the same form should be acceptable 
in this country. One comment also 
suggested that case report forms should 
be permitted on microfiche or roll 
microfilm. 

FDA has revised the final rule to 
provide that applicants may submit the 
relevant portion of an application on 
microfiche or. if FDA agrees, on another 
suitable microform system. This change 
would permit the use of new microform 
technologies while ensuring that the 
submission would be in a form usable 
by FDA. Although other currently 
available systems (such as indexed roll 
microfilm) have some advantages over 
other microform systems, they also have 
significant disadvantages when used 
under the circumstances of an FDA 
application review because of the 
difficulty in locating specific information 
even in well-indexed systems. Decisions 
on using alternative microform systems 
will be made on a case-by-case basis, as 
will decisions on whether a microform 
system may be used for case reports and 
tabulations. 
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Abbreviated Applications (§ 314.55) 

Note.— On September 24.1964, the 
President signed into law the Drug Price 
Competition and Putent Term Restoration Act 
of 1904 (Pub. L. 90-417). A primary purpose of 
this law is to greatly expand the universe of 
drugs for which FDA will accept abbreviated 
applications. Pursuant to section 105(b) of the 
new law. on November 20,1964. FDA began 
accepting such applications. Section 105(a) of 
the new legislation provides FDA with 1 year 
from the date of enactment to promulgate 
new Implementing regulations. Section 105(b) 
further provides that, until such time ss FDA 
has new implementing regulations in place, 
the currently existing regulations will be 
effective, absent a conflict with the new 
statute. Because the provisions in this final 
rule governing abbreviated applications 
merely restate, in slightly different form, the 
current regulations on this subject. FDA 
considers these provisions of the final rule to 
have the same effect under section 106 of the 
new law as do the current regulations 
governing abbreviated new drug application#. 

54. One comment asked how the 
standard of “very closely related" in 
proposed $ 314.56(c) for determining 
whether an abbreviated application la 
suitable differs from the standard of 
“identical, related, and similar drug 
products" in 5 310 0 (21 CFR 310.0) for 
applying FDA s efficacy conclusions in 
the Drug Efficacy Study Implementation 
(DES1) project 

In the Federal Register on January 21. 
1963 (48 FR 2751). FDA amended its new 
drug regulations to clarify its policy on 
when abbreviated new drug 
applications are suitable and will be 
accepted. That rule states that, when 
FDA finds that an abbreviated 
application is suitable for a drug 
product the finding will apply only to 
drug products "identical" to the product 
that was the subject of the finding. At 
the same time. FDA established a 
petition procedure under which 
prospective applicants may ask FDA to 
determine whether an abbreviated 
application is suitable for similar or 
related products. Such decisions on 
suitability will be made on a case-by¬ 
case basis, and abbreviated applications 
will be accepted only if the safety and 
efficacy data on the first product are 
applicable to the product that is the 
subject of the petition. FDA has revised 
$ 314.55 to conform to the text of that 
final rule. 

In the preamble to the January 21, 

1983 final rule, FDA addressed the 
relationship of this provision to the DESI 
policy contained in { 310.6. As stated in 
that preamble, a DESI finding of 
effectiveness for one drug product does 
not automatically apply to all similar or 
related products. Rather. "There will 
be * * * areas where the judgments of 
experts must determine the applicability 


of efficacy findings. The determination 
will be based on the chemical structure 
of the drug, recommended use. route of 
administration, its pharmacological 
properties and any other information 
available on the action or properties of 
the drug." (48 FR 2751 at 2753.) It is 
through the petition procedure described 
in S 314.55 that this determination will 
be made. 

Application Development File 

55. FDA has removed from the final 
regulations the proposed provision on 
the application development file 
(proposed 9 314.57). The provision 
would have established a mechanism 
for prospective applicants of 
abbreviated applications to obtain 
agency comments on their formulation 
data, dissolution data, bioequivalence 
protocols, and pilot studies before 
conducting bioequivalence tests. FDA 
has determined that a codified 
procedure is unnecessary becuuse less 
formal procedures for providing 
guidance to potential applicants exist. 
For example, FDA provides applicant 
with guidance on developing 
bioavailability studies through 
guidelines, meetings between applicants 
and agency staff, and general 
correspondence. Moreover, many 
applicants now rely upon contract 
laboratories to conduct bioavailability 
studies, and these laboratories are 
generally familiar with the requirements 
for performing acceptable 
bioequivalence studies. The agency also 
believes that providing general 
prospective guidance on bioavailability 
studies, as opposed to application- 
specific review, will consume 
significantly less agency resources while 
providing adequate guidance to 
potential applicant. 

Amendments to an Unapproved 
Application (§ 314.60) 

56. Several comments asked that FDA 
inform an applicant if the agency 
considers a submission to be a major 
amendment and the approximate 
amount of time the division needs to 
review it. Some of these comments 
urged FDA to reply within 30 days after 
the agency receives the amendment. 
Other comments urged that the final rule 
clarify that the maximum extension will 
be 180 days. One comment suggested 
that, if an amendment is made in 
response to an agency request. FDA 
should inform the applicant within 30 
days of whether the response was 
adequate. 

As stated in the proposal, the director 
of the reviewing division will inform an 
applicant that submits a major 
amendment if an extension is needed. 


The agency has clarified the final rule to 
state explicitly that the division director 
will also inform the applicant of the 
amount of time the division needs to 
review the amendment. The agency will 
strive to make such notifications as 
timely as possible. FDA has added a 
statement to the final rule to clarify that 
the maximum extension of the review 
period will be 180 days. Finally. FDA 
may notify the applicant of particular 
deficiencies found in the amendment 
and request further clarification or, 
depending upon the deficiency, may 
respond to it in an action letter. In this 
respect, agency comments on an 
amendment will be handled in the same 
way as on any other part of the 
application. 

Supplements and Other Changes to an 
Approved Application (§ 314.70) 

57. FDA views the requirements under 
which applicants can make 
manufacturing and controls changes in 
their approved applications as an area 
In which it can significantly reduce 
regulatory burdens on the drug industry 
without compromising public health 
protection. Currently, nearly all changt s 
in the conditions originally approved in 
the application are subject to prior FDA 
approval in a supplemental application, 
with the few exceptions listed in the 
regulations. In the same manner 
suggested by the proposal, the final rule 
changes this scheme significantly by 
reducing the number of changes that 
require supplements and listing those 
changes (instead of the exceptions) in 
the regulations. Thus, the final rule 
retains the three proposed regulatory 
categories: (1) prior approval, for those 
changes in marketed drugs which could 
affect FDA‘s previous conclusions about 
the safety and effectiveness of the drug: 
(2) changes requiring supplements 
concurrent with the change but on 
which FDA prior approval is not 
necessary: and (3) annual reports for 
changes that do not fall into one of those 
two categories. The final rule, like the 
proposal, specifically lists the kinds of 
changes falling into the first two 
categories. The final rule also lists 
examples of changes that can be 
described in the annual report, but the 
list is not intended to be exhaustive 
because the annual report is the residual 
category. 

In the proposed rule. FDA identified 
several areas where it believed 
applicants could make changes in their 
approved applications under less 
restrictive conditions than currently 
required. Since then. FDA has 
conducted an exhaustive examination of 
its current practices with respect to 
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supplements and has determined that, 
although significant improvements can 
be made in this area, for the reasons 
slated below, not all of the proposed 
changes have been implemented. As a 
result. FDA has realigned the specific 
Ivpes of changes among the three 
categories and is returning several kinds 
of changes to the prior approval 
category that, under the proposal, could 
have been reported to FDA following 
implementation. At the same time, 
however, FDA will permit annuat 
reporting of some changes that, under 
the proposal, would have required prior 
approval. Under the final rule, FDA 
estimates that there will be a reduction 
in approximately 20 percent of 
manufacturing and controls supplements 
that now require prior approval, all in 
arras not likely to affect the safety or 
effectiveness of the finished drug 
product. Although FDA proposed to 
permit the following changes without 
prior approval, the agency is retaining in 
the final rule the current prior approval 
requirements for changing a contract 
laboratory or labeler, establishing new 
procedures for reprocessing a batch of a 
drug product that fails to meet 
specifications, changing the synthesis of 
a drug substance, and changing the 
facility or establishment for 
manufacturing the drug substance in 
certain instances. FDA has concluded 
that prior approval of these changes is 
needed because they enn significantly 
affecl existing agency safety and 
effectiveness conclusions about a 
product 

First, FDA has concluded that it 
should preapprove the ability of a 
contract laboratory or labeler to comply 
with CGMP regulations, for such 
compliance relates directly to the ability 
of the laboratory or labeler to produce a 
drug of acceptable quality and/or 
properly labeled. Second, with respect 
to the prior approval requirement for 
reprocessing a batch that fails to meet 
specifications, many critical factors 
affect the acceptability of reprocessed 
hatches; for example, the reason for the 
original batch failure, the storage 
conditions of the original batch, the tests 
performed on the reprocessed batch, 
and the stability of the reprocessed 
batch. Prior approval of reprocessing 
procedures will best ensure that rejected 
hatches are not blended with accepted 
batches, that stability data are used to 
support recovery or reprocessing 
operations, and that original control 
tests are adequate to monitor the 
reprocessed batch. 

Third, prior approval to change the 
synthesis of the drug substance is 
needed to assure the safety and 


effectiveness of the finished product, as 
is the use of a new facility to 
manufacture it in certain instances. A 
change in the synthesis and the many 
changes in equipment and procedures 
that occur with a change in 
manufacturing facilities may 
significantly affect the finished product. 
For example, such a change may affect 
the particle size, cry stalline form, 
stability, or dosage form dissolution of 
the drug and. thus, affect the 
bioavailability of the finished product. 
The method of synthesis of a drug 
substance is also linked to 
specifications needed to monitor its 
strength and purity. Prior approval will 
ensure that applicants who make a 
change in synthesis reexamine the 
adequacy of specifications in light of 
that change. A product from a different 
route of synthesis may yield a different 
purity profile and may require in vivo 
testing because the limits for specific 
impurities are normally developed with 
reference to their toxicity and 
pharmacological properties. Finally, 
impurities may also affect the stability 
of the finished product. In sum, given the 
significance these changes may have on 
product safety and integrity, FDA 
belives it necessary to maintain 
premarket approval with respect to 
them. 

With respect to changing the facility 
or establishment that manufactures the 
drug substance, prior approval will be 
required where: (1) the manufacturing 
process in the new facility or 
establishment differs materially from 
that in the former facility or 
establishment, or (2) the new facility or 
establishment has not received a 
satisfactory current good manufacturing 
practice (CGMP) inspection within the 
previous 2 years covering that 
manufacturing process. However, the 
final rule also provides that an applicant 
may change the facility or establishment 
that manufactures the drug substance, 
without obtaining prior FDA approval. 

If: (1) The manufacturing process in the 
new facility or establishment does not 
differ materially from that in the former 
facility or establishment, and (2) the 
new facility or establishment has 
received a satisfactory CGMP inspection 
within the previous 2 years covering that 
manufacturing process. If those two 
criteria are met. the applicant may 
implement the change concurrent with 
submission to FDA of a supplement. In 
that instance, the supplement is to be 
plainly marked. "Special Supplement— 
Changes Being Effected." 

FDA has also identified certain 
changes, in addition to those proposed, 
that may be reported to FDA on an 


annual basis rather than in a 
supplement. These include certain 
changes in the container and closure 
system for the drug product, and the 
addition or deletion of alternate 
analytical methods. These changes are 
described more fully, below in response 
to comments on the proposal. 

Finally. FDA has revised the final rule 
to provide a mechanism for applicants 
to obtain expedited review of 
supplements where special 
considerations exist. FDA generally 
reviews supplements subject to prior 
approval in the order in which they are 
received, taking into account other 
review priorities such as investigational 
new drug applications and applications 
for important new drugs. A longstanding 
and understandable concern of 
applicants is the cost of waiting for FDA 
to review and approve these 
supplements, particularly when 
extraordinary circumstances require a 
change in the conditions of approval; for 
example, when an unexpected event 
forces an applicant to use a different 
facility to continue manufacturing a 
product, or a technological breakthrough 
would greatly reduce costs. The agency 
has informally recognized the need to 
expedite such supplements, but believes 
that the regulations should specifically 
recognize this practice. Secondly, the 
agency has revised the final rule to 
permit applicants to request expedited 
review of a supplement for a change that 
requires prior approval. The agency 
emphasizes that expedited review is 
available only under extraordinary 
circumstances, for either public health 
or economic reasons, and is subject to 
the agency's discretion and available 
resources. 

This section, like most of the final 
rule, will become effective May 23.1985. 
If an applicant has submitted to FDA 
supplements for manufacturing and 
controls changes that do not require a 
supplement under the final rule, and 
those supplements have not yet been 
reviewed by FDA the applicant should 
notify FDA in writing that it is 
withdrawing those supplements. Upon 
such notification to FDA, the applicant 
may proceed to implement those 
changes as permitted by the final rule. 

58. Several consumer comments urged 
FDA to require prior approval of 
supplements for every change in an 
approved application to ensure the 
safety of the change. 

FDA does not agree that prior 
approval of supplements for all changes 
in approved applications is necessary. 
For example, the deletion of an 
ingredient intended only to affect the 
color of the drug product is unlikely to 
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affect safety or effectiveness. This is the 
type of change lhat under the final rule, 
can be implemented by the applicant 
and submitted to FDA as part of the 
annual report. FDA believes its 
combination of prior approval 
requirements, requirements for 
supplements not requiring prior 
approval, and annua) reporting 
requirements focus FDA's resources and 
attention on those issues that must be 
monitored closely and properly tailor 
the time of the reporting to the nature of 
the change. 

59. Several industry comments slated 
that FDA’s proposed reductions in its 
supplemental application requirements 
represent a major improvement over 
current practices. FDA received several 
comments, however, suggesting that, 
even with the proposed changes, the 
regulation of supplements would still be 
too restrictive. For example, several 
comments noted that the categories of 
changes are stated generally and might 
apply to many changes for which prior 
approval of a supplement should not be 
required. Another comment observed 
that, although the preamble suggested it 
would be unnecessary to explain batch 
control numbers in an original 
application, changes in the batch 
numbering system would be required in 
an annual report Finally, one comment 
suggested that the agency should permit 
a single supplement to cover all similar 
and related products; for example, a 
packaging change that may affect as 
many as 100 products should require 
only a single supplement. 

FDA does not agree that the 
categories of changes are stated too 
generally. It must be remembered that 
applicants are to inform FDA about only 
those changes that affect the 
information previously submitted in the 
application. Thus, the application itself 
is a guide to the kinds of information for 
which, if changed, the applicant must 
submit a supplement. Moreover, as 
described more fully in the proposal, 

FDA will no longer require an original 
application to contain information about 
manufacturing practices that FDA 
monitors under its current good 
manufacturing practice (CGMP) 
regulations, a regulatory change that 
will also eliminate the need to submit 
supplements that would require prior 
approval under current regulations. 
Because batch control numbers fall 
under the CGMP regulations, an 
explanation of batch control numbers is 
not required in either the original 
application or the annual report. 

Finally, the agency does not agree that 
a single supplement would be adequate 
to cover a change affecting similar and 


related products. Eliminating multiple 
supplements in favor of a single 
supplement would not affect the review 
time and speed of approval because 
FDA now combines those supplements 
and performs a single review if the 
applicant adequately notes the 
relationship of multiple submissions. 
Moreover, except for the submission of 
a supplemental application form for 
each application, the applicant may now 
make a single submission of the 
technical data and information 
necessary for the agency to review the 
change. Individual application forms are 
needed, however, because they ore the 
mechanism by which the change is 
noted in each application. When 
approved, the supplement is placed in 
the application and becomes a part of 
the permanent record. The submission 
of a single supplement to cover multiple 
applications would impose an added 
burden on FDA to document the changes 
and is more likely than the current 
system to result in a failure to include 
documentation of the change in each 
application. 

6a One comment asked whether 
changes in the manufacturing site of the 
drug substance require prior approval 
Another comment objected that use of a 
facility for packaging a drug product 
should not require prior approval if the 
container and closure system and 
quality control procedures are 
unchanged, and the facility has 
undergone a recent CGMP inspection. 
Moreover, according to this comment 
changes in the manufacturing site or the 
manufacturer of a drug product should 
not require prior approval if the method 
of manufacture and spedfications of the 
ingredients are the same as those 
identified in the application and the 
drug product meets all specifications in 
the application. 

FDA is obligated to see that approved 
new drugs are manufactured under 
circumstances that ensure that the 
marketed drug does not differ from the 
drug approved by FDA and. thus, that 
the agency's conclusions about safety 
and effectiveness apply to iL To 
accomplish these objectives, the agency 
must continually monitor the applicant's 
manufacturing and control operations, 
including packaging operations, to 
determine the applicant's ability to 
produce a product of acceptable quality. 
This includes prior approval of facilities 
for the manufacture of the drug 
substance and drug product and for 
packaging the product Compliance with 
product specifications is important bul 
it cannot supplant the review process. 

The use of a new facility to manufacture 
a drug substance or drug product or to 


package the product invariably tnvoho 
changes in procedures that may affeci 
the agency's conclusions about the 
safety and effectiveness of the produ( \ 
FDA encourages manufacturers to 
advise it early about plans to begin 
manufacturing or packaging operations 
in a new facility. When that is done, the 
agency and the applicant can work 
together to ensure lhat the requiremr' 
for prior approval of the supplemental 
application does not delay an 
applicant's use of the facility. Moreo\ r. 
as described In paragraph 57 above and 
f 314.70(cX3} of the final rule, prior FDA 
approval is not required when the 
applicant uses a new facility or 
establishment to manufacture a drug 
substance if certain criteria are met. 
Finally, FDA believes that the 
comment's confidence in the use of 
specifications to ensure product qual y 
is too great Quality is built into a 
product through the method of 
manufacture and in-process controls 
end product testing is not viewed by 
FDA as a substitute for adequate control 
of the manufacturing process. 

61. One comment noted that FDA's list 
of changes that would require prior 
approval of a supplement includes 
changes that can now be made at the 
time a supplement is submitted, and that 
FDA should continue to permit 
immediate implementation of all 
changes for which that practice now 
exists. Comments urged FDA to retain 
the provision in the current regulations 
that permits a change to be made when 
a supplement is submitted if the change 
gives increased assurance that the drug 
will have the characteristics of identity, 
strength, quality, and purity which it 
purports or is represented to possess 
One comment suggested that FDA go 
one step further and permit a change 
without prior approval if the change 
provides the same level of assurance 
that the drug will possess its 
represented characteristics. 

FDA did not intend either to require 
prior approval of any change for which 
prior approval is not now required or la 
change current practice with resped to 
those changes already listed in the 
regulations (21 CFR 314 3(dJ) as giving 
increased assurance that the drug will 
possess its represented character^ 

FDA has revised the final rule to retain 
the provision. The particular change 
contained in the section can be made 
without prior approval because, by 
assuring to a greater degree that the 
drug will possess its represented 
characteristics, the change provide a 
public health benefit A change thal 
provides only the same level of 
assurance, however, does not provide 
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such a benefit and, thus, the agency 
finds no basis for making the additional 
modification suggested by the comment. 

G2. One comment suggested that the 
proposal is more restrictive than current 
requirements in proposing that the 
method of manufacture of the drug 
product, including changing or relaxing 
an in process control” must be approved 
by FDA before the change is mode. 
Another comment objected to the phrase 
the method of manufacture” because it 
is too broad and could apply to any 
change in the procedure for the 
manufacture of a drug product. One 
c'>mment suggested that this 
requirement be revised to apply to 
changes that “make a significant change 
to the method of manufacture of the 
drug product, including changing or 
relaxing an in process control; for this 
section a significant change in method 
of manufacture should be defined as a 
c hange resulting in altered product 
specifications or altered in process 
controls.” 

As discussed above, a change in the 
method of manufacture should be made 
in the context of the original method of 
manufacture described in the 
application and approved by the agency. 
Moreover, the final rule omits the 
current requirements under which 
chungcs In manufacturing practices 
covered by FDA’s CGMP regulations 
must be described in a supplement. This 
change already eliminates the need to 
seek prior approval for the kinds of 
changes in the method of manufacture 
that FDA believes are not significant. 

63. One comment suggested that the 
requirement for prior approval of a new 
regulatory analytical method is 
inconsistent with the preamble 
statement that changes in analytical 
methods for the drug substance may be 
made and reported in the next annual 
report unless there is also a change in 
»ynthesis. An applicant suggested that a 
change in an analytical method should 
be allowed without prior approval when 
results are comparable to the approved 
method. Another comment urged FDA to 
permit the substitution of a less 
discriminating analytical method with a 
more stringent method without prior 
approval to reward innovation, reduce 
costs, and introduce benefit from 
technological advances. Severn! 
comments suggested that the agency 
should permit without prior approval a 
change in the container and closure 
astern if the applicant demonstrates 
stability equivalence with the approved 
container and closure system under an 
approved stability protocol or where 
there is no significant alteration in the 
material of the components. 


FDA notes that the comment is correct 
about the inconsistency in references to 
changes in analytical methods for drug 
substances. The preamble statement 
was incorrect; a change in a regulatory 
analytical method for a drug substance 
requires prior FDA approval because it 
is the method FDA reties upon to 
determine whether the product meets 
legal requirements. An applicant may. 
however, tighten the limits on a 
specification, or add a new specification 
without prior FDA approval, if the 
change is described in the next annual 
report. FDA is also persuaded that prior 
approval is unnecessary when adding or 
deleting an alternate analytical method 
because FDA will continue to rely upon 
the regulatory methods, and changes in 
alternate analytical methods will let 
applicants take advantage of 
technological changes. This change will 
eliminate a large number of 
supplements, particularly with respect 
to abbreviated applications. 

FDA has also closely examined its 
supplement requirements with respect to 
containers and closures. FDA agrees 
with the comment that an applicant 
should be permitted to change the 
container and closures within a 
particular container and closure system, 
put the change into effect, and notify 
FDA about the change in the annual 
report, if the applicant First determines 
that the approved and proposed 
container systems have equivalent 
stability profiles under an accepted 
protocol (that is. a protocol appearing in 
the official compendia or one that has 
received approval in the application, or 
a supplement to it). The agency is. 
however, returning to the prior approval 
category changes in the container size 
for nonsolid dosage forms because of 
the potential adverse effects a change in 
container size may have for liquids and 
other nonsolid dosage forms. For 
example, use of a larger container sixe 
for a multi-dose parenteral drug may 
result in an increase in the number of 
punctures of the vial stopper and, thus, 
may adversely affect the product's 
integrity in use over time. , 

64. Because CGMF regulations require 
manufacturers to have validated 
processes, ongoing stability testing 
programs, detailed written processes, 
and quality assurance units, comments 
urged FDA to permit applicants to make 
changes in packaging components, 
excipients, dyes, flavors, fragrances, 
preservatives, and other changes 
without prior approval if they do not 
result in changes in product 
specifications or performance, or 
product safety and efficacy. Some 
comments urged that the agency go even 


further in reducing the burden of 
supplements by permitting any change 
in manufacturing or controls without 
prior approval if it is properly validated 
using procedures already accepted by 
FDA. 

FDA believes that these comments 
confuse the different objectives of the 
CGMP regulations and the drug 
approval process. The CGMP 
regulations establish primarily minimum 
standards for assuring that the drug is 
not contaminated during manufacture, 
and that the drug has the identity and 
strength and meets the quality and 
purity characteristics that it purports or 
is represented to possess. Somewhat 
differently, the new drug approval 
process and the supplemental 
application requirements are intended to 
ensure that the drug is safe, that its 
benefits outweigh its risks, and that it is 
effective. Thus, premarket review is still 
needed to determine whether a change 
in packaging components, excipients, 
dyes, flavors, fragrances, and 
preservatives will affect the safety and 
effectiveness of the drug. Indeed, 
because a color may affect a product's 
stability, FDA concludes that prior 
approval of the addition of a color is 
also needed to assure the safety and 
effectiveness of the product With these 
concerns in mind the agency has revised 
the final rule to require (as it does now) 
prior approval of a supplement to add a 
color, 

65. One comment suggested that, 
under the proposal, prior approval of a 
supplement would be required to delete 
claims or indications which may now be 
made upon submission of a 
supplemental application and without 
prior approval. The comment urged FDA 
to permit applicants to delete, without 
prior approval, any indication for use or 
claim for effectiveness considered by 
the applicant to be unsupportable as a 
result of the applicant's reconsideration 
of the data or considered by the 
applicant to present an unacceptable 
safety to efficacy ratio. 

FDA agrees with the comment and 
has revised the final rule to continue the 
current practice of permitting the 
applicant to remove from labeling false, 
misleading, or unsupported indications 
for use or claims for effectiveness at the 
time a supplement describing the change 
is submitted. 

66. FDA received several comments 
concerning FDA notification of certain 
changes in the annual report. The United 
States Pharmacopeia! Convention 
(USPCJ supported FDA's proposal to 
permit changes in an approved 
application without requiring a 
supplement if the changes are made to 
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comply with u change in the compendia. 
Another comment suggested that the 
changes that may be described in the 
next annua! report that were listed in 
the preamble to the proposal should be 
included in the regulation. One comment 
suggested that any attempt to list both 
those changes requiring supplements 
and those changes not requiring 
supplements would inevitably leave out 
some kinds of changes. Several 
comments suggested that the regulation 
should cleurly identify the container size 
changes that may be made without a 
supplement if the applicant informs the 
agency in the next annual report. 

Finally, on*> dinuneot asked that the 
final nik' refit f f the preamble statement 
that applicants would not be required to 
report changes in information not 
required in an original application: for 
example, information about 
manufacturing practices subject to 
CGMP regulations. 

FDA appreciates the support of the 
USPC and notes that this change in the 
agency’s supplemental application 
requirements is based upon close 
cooperation between FDA and the USPC 
in the development of compendial 
standards, including cooperation in the 
review of data and information 
supporting changes in standards. FDA 
has revised the final rule to add to the 
list of changes that may be described in 
the annual report. The list includes the 
following: Any change in the labeling 
concerning the description of the drug 
product or in the information about how 
the drug product is supplied that does 
not involve a change in the dosage 
strength or dosage form: an editorial or 
similar minor change in labeling: the 
deletion of an ingredient intended only 
to affect the color of the drug product- 
on extension of the expiration date 
based upon full shelf-life data obtained 
from a protocol approved in the 
application: a change within the 
container and closure system for the 
drug product (for example, a change 
from one high density polyethylene to 
another), except a change in size for 
nonsolid dosage forms, based upon a 
showing of equivalency to the approved 
system under a protocol approved in the 
application or published in an official 
compendium: the addition or deletion of 
an alternate analytical method: a change 
in the size of a container for a solid 
dosage form, without a change in the 
container and closure system. FDA 
emphasizes, however, that the list is not 
intended to be exhaustive. All changes 
not falling under one of the two 
categories requiring supplements are to 
be described by the applicant in the 
next annual report to the application. 


Moreover, any change falling under one 
of the "supplement” categories that is 
made simply to comply with an official 
compendium is also to be described by 
the applicant in the next annual report. 
Although FDA believes it is impractical, 
if not impossible, to describe in the 
regulations every possible change that 
could occur in any application, the final 
rule lists the most significant and 
common changes that may be made and 
that are to be described in the annual 
report. Finally. FDA believes that a list 
of subjects, like changes under the 
CGMP regulations for which prior 
approval has been but is no longer 
required, would be of only historical 
interest and could be confusing. 

67. One comment suggested that the 
agency permit applicants to add and 
update biopharmaceutic information in 
drug labeling in the annual report and 
without a supplement. 

Drug labeling sen es as the standard 
under which FDA determines whether a 
product is safe and effective. 
Substantive changes in labeling, which 
include changes in biopharmaceutic 
information, are more likely than other 
changes to affect the agency’s previous 
conclusions about the safety and 
effectiveness of the drug. Thus, they are 
appropriately approved by FDA in 
advance, unless they relate to important 
safety information, like a new 
contraindication or warning, that should 
be immediately conveyed to the user. 

6H. One comment suggested that FDA 
create a fourth kind of supplement under 
which an applicant could implement a 
change 00 days after notifying the 
agency unless the agency advises 
otherwise within that time. Another 
comment suggested 30 days. These 
supplements might include changes in 
labeling or revisions to manufacturing or 
control procedures. 

FDA has not adopted this suggestion 
because of the impact it would have on 
FDA's priorities. Were such a system 
instituted. FDA would be forced to 
rearrange its priorities to ensure that it 
acted within the required time frame, 
often with the effect of deferring action 
on other older and perhaps more 
important submissions that cannot be 
implemented without FDA approval. 

FDA recognizes applicants* concerns 
about obtaining timely review of 
supplements, and the agency is 
addressing this problem by eliminating 
unnecessary supplements which should, 
in turn, reduce any backlog. FDA now 
works closely with applicants who have 
a special need for timely review of a 
supplement and. as described above, 

FDA is establishing a procedure for 


applicants to request expedited review 
of certain supplements. 

Procvtfurvs for Submission of q 
Supplement to on Approved Application 
(§314.71) 

69. Noting that a supplemental 
application can sometimes be as 
significant as an original application, 
such as a supplement for a new 
indication, several comments found 
beneficial the application to 
supplements of all procedures and FDA 
actions on applications under propose! 
}§ 314.100 through 314.170. The 
comments urged, however, that the 
agency clearly state that $ 314.60 on 
amendments to unapproved 
applications. J 314.65 on voluntary 
withdrawal and 5 314.103 on dispute 
resolution also apply to supplements 

FDA has revised the final rule to 
clarify that all procedures applicable to 
an original application also apply to 
supplements. 

70. One comment suggested that the 
final rule should specify what actions 
FDA will take in the event that the 
agency refuses to approve a supplement 
for a change that the applicant placed 
into effect at the lime the supplement 
was submitted. The comment stated th .it 
FDA should provide a reasonable time 
for the applicant to correct the problem 
including time to exhaust supplies of the 
drug or labeling affected by the change 
unless a significant safety concern 
exists. 

If FDA refuses to approve a 
supplement for a change that the 
applicant has already placed into effet :t. 
the agency must consider all the factors 
surrounding its refusal to approve the 
supplement including the applicant's 
reasons for making the change and the 
alternatives available to the applicant to 
resolve the problem. Applicants should 
be aware that they institute such 
changes subject to agency approval and 
that, if circumstances warrant may be 
required to discontinue the change 
immediately. Nonetheless, if 
circumstances permit. FDA agrees that 
applicants should be able to correct a 
problem at minimal expense and 
without unnecessary waste. Because 
circumstances can vary greatly, 
however. FDA is not persuaded that a 
general statement in the regulations 
would bo appropriate. 

Postmarketing Reporting of Adverse 
Drug Experiences (§314.90) 

71. Overview, a. Comments received. 

FDA received a considerable number of 
comments concerning the proposed 
reporting of adverse drug experiences of 
marketed drugs, especially the time 
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frames for such reporting. The current 
regulations base the reporting times on 
whether the adverse drug experience is 
expected or unexpected. All 
'‘unexpected'* adverse drug experiences 
an required to he reported within 15 
working days, and all "expected” 
adverse drug experiences are required 
to be reported in the next periodic report 
(quarterly in the first year following 
approval, semiannually in the second 
year, and annually thereafter). The 
proposal (with one exception) would 
have created a standard time frame of 
30 working days for reporting almost all 
kinds of adverse reactions—serious, 
non&erious. expected, and unexpected. 
The one exception was a proposed 15- 
day alert report for fatal and life- 
threatening adverse drug experiences 
not mentioned in the product's approved 
labeling. 

The primary criticism of the proposal 
made by the comments was that, except 
for the limited 15-day report the 
proposal Tailed to distinguish the more 
important adverse drug experiences 
from the less significant ones. Without 
such focus, the comments argued, the 
public health would not be best served 
because both the agency und the 
pharmaceutical companies would be 
spending a disproportionate amount of 
timt processing trivial known 
rcai tions—time that could be better 
spent evaluating und following up on 
serious adverse drug experiences that 
are more likely to affect the public 
health Comments also complained that, 
unlike current regulations, the proposal 
did not make the reporting requirements 
less frequent for known and noriserioua 
experiences once the drug had been on 
the market for a period of time. 

Given all of these factors. FDA has 
reevaluated the objectives of the 
adverse drug reporting system and the 
regulatory requirements most 
appropriate to implement them. Based 
on this review, the agency has modified 
th* final rule in a number of ways 
designed to increase the system's 
efficiency and thereby improve public 
health protection. The details of these 
modifications are stated below, 
following a description of the objectives 
of the reporting system. 

b Objective* of the reporting system. 
Although premarket testing discloses a 
general safety profile of a new drug's 
comparatively common adverse effects, 
the much larger patient population and 
longer period of use associated with the 
marketing of a drug provides, for the 
first time, the opportunity to collect 
^formation on rare, latent and long¬ 
term effects, some of which may be 
serious. Accordingly, the primary 


objective of the adverse drug experience 
reporting system is to signal potential 
serious safety problems with marketed 
drugs, especially newly marketed drugs. 
As described below, a signal may be 
received in a variety of ways. Receipt of 
the initial signal triggers considerable 
followup work and analysis before any 
conclusion about necessary action can 
be reached (e.g.. a "Dear Doctor” letter, 
revised labeling, or. in rare cases, 
market withdrawal). Thus, the agency 
believes that the goal of any regulations 
in this area should be to direct attention 
to those reports most likely to contain 
information on potentially serious safety 
problems. 

c. The final rule . The final rule has 
been modified in the following ways so 
that the reporting requirements are 
tailored to signal potentially serious, 
new information.. 

(1) Requirement for 15-day Alert 
reports . Under the final rule, all adverse 
drug experiences that are both "serious 
and unexpected.” and any "significant 
increase in frequency” of an adverse 
drug experience that is both "serious 
and expected." will be required to be 
reported to FDA as soon as possible, but 
in any case within 15 working days. 
These are the adverse drug experiences 
most likely to reveal serious safety 
problems that were not revealed during 
the clinical trials and which, therefore, 
are likely to necessitate a labeling 
change or other action to protect the 
public health. FDA believes that the 
broadening of the 15-day reporting 
requirement from that in the proposal, 
which would have required that only 
unexpected fatal and life-threatening 
experiences be reported, will increase 
public health protection. Throughout the 
final rule, references to "15-day Alert 
reports" (unless specified otherwise) 
refer to reports of "serious and 
unexpected" adverse drug experiences 
as well as reports of a "significant 
increase in frequency" of a serious, 
expected adverse drug experience. 

The final rule defines both "serious” 
and "unexpected” in order to clarify the 
15-day reporting requirement. Both of 
these definitions have been adopted 
from a draft guideline that has been 
made available for public comment (see 
48 FR 4049; January 28.1983). 

For purposes of the final rule, the term 
"serious” means an adverse drug 
experience that is life threatening, is 
permanently disabling, requires in 
patient hospitalization, or requires 
prescription drug therapy. In addition, 
an adverse drug experience that results 
in death, congenital anomaly, cancer, or 
overdose is always to be considered 
serious. 


The term "unexpected" means an 
adverse drug experience that is not 
listed In the current labeling for the drug 
and includes an event that may be 
symptomatically and 
pathophysiologically related to an event 
listed in the labeling, but differs from the 
event because of greater severity or 
specificity. For example, under this 
definition, hepatic necrosis would be 
unexpected (by virtue of greater 
severity) if the labeling only referred to 
elevated hepatic enzymes or hepatitis. 
Similarly, cerebral thromboembolism 
and cerebral vasculitis would be 
unexpected (by virtue of greater 
specificity) if the labeling listed only 
cerebral vascular accidents. This 
definition of "unexpected" is bused on 
an evaluation of individual case reports 
of an adverse drug experience. 

The regulation also defines "increased 
frequency.” which is defined to mean an 
"absolute increase in the number of 
reports of an adverse drug experience 
received during a specified time period 
compared to the number of similar 
adverse drug experience reports 
received during an equivalent time 
period in the past." In contrast to the 
definition of "unexpected." the 
definition of "increased frequency” is 
necessarily based on an analysis of a 
series of previous adverse drug 
experience reports, rather than a single 
report. 

The 15*day reporting requirement will 
apply to any "significant" increase in 
frequency of a serious, expected adverse 
drug experience. In order to meet this 
requirement, applicants are required to 
review periodically the frequency of 
reports of "serious” adverse drug 
experiences tha* are "expected." The 
regulation requires applicants to 
conduct this periodic review at least as 
often as the periodic reporting cycle, 
and FDA will provide written notice to 
applicants when the agency believes 
that circumstances warrant more 
frequent periodic review (e.g.. approval 
of a major new indication or where 
previous reports signal possible safety 
problems with the drug). FDA will 
describe in a guideline the factors which 
would make an increased frequency 
"significant" so as to trigger the 15-day 
reporting requirement, including an 
increased "rate of occurrence” of the 
adverse drug experience based on some 
measure of use of the drug (such as total 
prescriptions). Given this periodic 
review and analysis, the final rule 
requires applicants to report to FDA any 
significant increase in frequency of a 
serious, expected adverse drug 
experience as soon as possible but in 
any case within 15-working days of 
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determining that a significant increase 
in frequency exists. Of course, if an 
applicant receives a large number of 
reports within a short period of time, so 
that a significant increase in frequency 
is readily apparent, a 15-day Alert 
report would be required at that 
juncture. 

(2) Format for 15-day Alert reports. 
The final rule specifies the format for 
submission of 15-day Alert reports. This 
format differs, depending upon whether 
the report is based on a single "serios 
and unexpected** adverse drug 
experience or on a "significant increase 
in frequency*’ of a serious, expected* 
adverse drug experience (i.e., a series of 
events). The final rule requires reports 
of ‘'serious and unexpected*' adverse 
drug experiences to be submitted on 
Form FDA-1639 because that form is 
designed to contain information on 
individual adverse drug experiences. In 
contrast, the final rule requires 
applicants to submit reports of 
significant increases in frequency in 
narrative form (including the time period 
on which the increased frequency is 
based, the method of analysis, and the 
interpretation of results) rather than 
using Form FDA-1839. This is because 
Form FDA-1639 is not well suited for 
reporting a group of adverse drug 
experiences. As stated below, however, 
the requirement for periodic reports 
requires that a Form FDA-1639 for each 
"serious and expected" (as well as 
"nonserious") adverse drug experience 
be included in each periodic report. 
Finally, in order to facilitate expedited 
processing by the agency, the final rule 
requires prominent identification of all 
15-day Alert reports.. 

(3) Requirement for periodic reports . 
For all other adverse drug experiences, 
the final rule requires periodic reporting 
at quarterly intervals for the first 3 years 
following approval, and at annual 
intervals thereafter. This requirement 
reflects the agency's experience that the 
most important safety problems with a 
new drug are usually discovered during 
the first 3 years of marketing. Although 
this periodic reporting requirement is 
less frequent than the 30-doy time frame 
that was proposed. FDA believes that 
the quarterly/annual time frame reflects 
better than did the proposal the relative 
importance and relative urgency of the 
information being reported (i.e., known 
and nonserious adverse drug 
experiences). Moreover, the final rule is 
more stringent in this respect than the 
current regulations, under which 
quarterly reporting is required for only 1 
year before less frequent reporting is 
permitted. 


The final rule also provides that FDA 
may extend quarterly reporting 
requirements beyond 3 years (when 
warranted by adverse drug experience 
received to date), may reestablish the 
quarterly reporting requirements at a 
later point in time (such as following 
approval of a major supplement), or may 
require the applicant to submit reports 
at other specified intervals. Thus, the 
regulation provides for increased 
surveillance of drugs when the 
circumstances so warrant 

The final rule states that quarterly 
reports are due within 30 days of the 
close of the quarter (the first quarter 
beginning on the date of approval of the 
application) and that annual reports are 
due within 60 days of the anniversary 
date of approval of the application. The 
time frame for submission of annual 
reports conforms to other annual 
reporting requirements'under 5 314.81. 

(4) Format for periodic reports. The 
final rule specifies the content of 
periodic reports. These reports are 
designed to perform two functions: (aj 
Report to FDA the adverse drug 
experiences not previously reported 
under the 15-day requirement; and (bj 
present an overview of all the safety- 
related information learned during that 
quarter or year. In order to serve this 
second function, each periodic report is 
required to contain a narrative summary 
and analysis of the information 
contained in the report and an analysis 
of the 15-day alert reports submitted 
during the reporting interval: an index of 
all adverse drug experiences reported 
for the first time in the periodic report; 
and a history of actions taken, if any, 
since the last report because of adverse 
drug experiences (e.g., labeling changes 
or studies initiated). FDA believes that 
this safety profile overview will improve 
the agency's ability to spot drug safety 
trends. 

(5) Followup reports. Several 
comments addressed the issue of 
followup reports. These comments urged 
FDA to require followup reports to be 
submitted 30 days after the date of 
receipt of followup information, not 30 
days after the date of the original report 
(as had been proposed). One comment 
proposed 60 working days for 
submission of complete followup 
information on 15-day reports. Another 
comment asked for clarification about 
appropriate action if followup 
information cannot be obtained. 

Because FDA has substituted 
quarterly and annual reports for the 
proposed 30-day reports, the agency 
expects that followups will be needed 
principally for the 15-day alert reports 
for "serious and unexpected" adverse 


drug experiences. With respect to these. j 
the final rule requires applicants to 
investigate them promptly. Along the 
lines suggested by a comment, FDA hat 
revised the final rule to tie the timing for 
submission of followup reports to the 
receipt of new information, rather than 
to the original report. Thirty working 
days, however, as suggested by the 
comment, is too long a period, given the 
possible importance of the information. 
The final rule, therefore, requires the 
submission of these followup reports 
within 15 working days of the receipt of 
new information or as requested by 
FDA. If the applicant seeks, but cannot j 
obtain, additional information about an 1 
experience, a followup report may be 
required that briefly describes the steps 
taken to obtain the information and the 
reason the new information is 
unobtainable. Any followup information 
for adverse drug experiences submitted j 
as part of a periodic report may be 
submitted with the next periodic report | 
Finally, like the proposal, the final 
rule requires that records of adverse 
drug experiences be retained by 
applicants for a 10-year period. The 
record retention requirement has been 
moved from the "annual reports" section 
to the "adverse drug experience" section 
so that all requirements concerning 
adverse drug experiences can be found 
in one place in the regulations. 

d. Other options considered. FDA 
decided on the time frames described 
above only after consideration of a wide 
range of options. For example, several 
comments urged that fatal and life- 
threatening adverse drug experience s b« 
reported sooner than 15 working days, 
such as "immediately," within 24 hours, 
or within 1 week. One comment argued 
that FDA should require applicants to 
submit early reports of all fatal and life- 
threatening adverse drug experiences 
instead of only those that are 
unexpected. At the other end of the 
spectrum, several comments urged that 
reporting intervals should not only 
become less frequent the longer the drug 
Is on the market, but that at some point 
in time (e.g. 10 years after approval) 
reporting of known reactions should be 
eliminated entirely. 

In response to these comments, the 
agency notes that the final rule does 
provide for reporting of "serious and 
unexpected" adverse drug experiences 
"as soon as possible." with 15 working 
days being the maximum FDA strongly 
encourages the promptest possible 
reporting of these adverse drug 
experiences. The agency believes, 
however, that reducing the time for 
submitting these reports would sen t 
only to increase considerably the 
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number of incomplete reports received 
by the agency. A laige volume of such 
reports would make it more difficult for 
FDA to decide on a course of action, and 
would tend to dog up the system with 
useless information. FUA‘s experience is 
shat 15 working days is sufficient time 
for applicants to gather enough 
information to submit a meaningful 
report even though some followup may 
still be required. Moreover, the agency 
believes that adverse drug experiences 
already described in a drug's approved 
labeling need not be reported within 15 
du\s even if those experiences were 
fatal or life-threatening. The importance 
of information about such experiences 
would be limited primarily to the 
question of whether they occur more 
frequently than assumed. As discussed 
above, however, any significant increase 
in frequency of a serious, expected 
adverse drug experience is also subject 
to the 15-day reporting requirement. 

With respect to the last comment. 

FDA has staggered the reporting 
intervals for known and nonseriuus 
adverse drug experiences depending on 
the length of marketing experience. 
However. FDA does not believe it would 
be prudent to eliminate annual reporting 
across-the-board, even after several 
years of marketing experience, because 
of the possibility that long-term or other 
rare or latent effects might be detected. 

72. Definition of adverse drug 
experience Several comments objected 
to the scope of the proposed definition 
of an adverse drug experience, which 
built certain examples into the definition 
itself One comment suggested that the 
current, more general definition should 
be retained. Another comment, finding 
the pmposod definition npen-ended. 
urged that the final definition be 
specifically limited to the listed 
examples. A third comment suggested 
that the agency delete information about 
drug overdose, drug abuse, and drug 
withdrawal because such information 
could more efficiently be obtained from 
•be Drug Abuse Warning Network 
(DAWN) system, sponsored by the 
National Institute on Drug Abuse. 

I Finally, one comment suggested that the 
definition should be evaluated to 
include drug misuse, which would 
provide useful information for treating 
emergencies^ 

FDA disagrees with these comments, 
IDA believes that the proposed 
definition of an adverse drug 
experience, which is retained In the final 
mlr*, improves upon the current 
definition because the specific examples 
provide dearer notice to applicants of 
what is required. FDA also believes that 
the definition should be left open-ended 


because public health protection 
requires the reporting of all adverse drug 
experiences, even those that do not fit 
into one of the more common categories. 
With respect to use of the DAWN 
system, although FDA uses drug abuse 
information generated by that system, 
its inherent limitations limit its 
usefulness such that it should be viewed 
as complementary to the adverse drug 
reporting system, with each contributing 
to an assessment of the abuse liability 
of drugs. Finally, the agency does not 
agree that 'drug misuse" should be 
added to the definition because drug 
misuse often does not result in an 
adverse event 

73. Several comments objected to 
including in the definition of an adverse 
drug experience any failure of a drug 
product to produce its expected 
pharmacological action. Because drug 
products are not expected to be effective 
in all patients, these comments urged 
that only significant or unusual failures 
be reported, a required by current 
regulations. 

FDA agrees that the final rule should 
be revised so that, as with the current 
regulation, only a "significant" failure of 
a drug to produce its expected 
pharmacological action would be 
reportable. While most instances of drug 
failure would be understood by 
physicians to represent the usual 
variances of biological responses, some 
failures of action are more important, 
reflecting, for example, a drug 
interaction or an unresponsive patient 
subpopulation. Such failures may also 
indicate manufacturing problems or 
batch failures. It is these types of failure 
that are likely to appear in the literature 
or as reports to the applicant and the 
final rule requires that they be 
submitted to FDA. 

74. Tabulation of adverse drug 
experiences. Several comments 
contended that a tabulation in the 
annual report of adverse drug 
experience reports already reported on 
Form FDA-1639 is an unnecessary 
duplication of the other reporting 
requirements, and would add greatly to 
the work of applicants without any 
obvious benefit. One comment 
suggested that an applicant's tabulation 
of adverse drug experiences would be 
less complete and. thus, less useful than 
FDA's own data base, from which a 
tabulation could be made. 

FDA has revised this section to 
require that the applicant provide only 
an index of all adverse drug experiences 
submitted for the first time in the 
periodic report This index is to consist 
of a line listing of the applicant's patient 
identification number and adverse 


reaction termls). The index is intended 
to order the potentially large volume of 
information being submitted and to 
provide FDA reviewers with ready 
access to particular reports when 
necessary. 

75. Published literature. Several 
comments objected to the proposed 
requirement to transfer information from 
the published literature onto a Form 
FDA-1639 and urged, instead, that FDA 
retain its current rule of simply 
accepting the published articles 
themselves. These comments argued 
that such transfer is an unnecessary 
clerical exercise that would require 
major expenditures of time, effort, and 
money. One comment suggested thHt 
even an abstract of the article should be 
sufficient. 

The efficient handling of adverse drug 
experience reports requires that they be 
made in a form that is convenient for the 
agency to process. FDA is currently 
receiving almost 40,000 adverse drug 
experience reports annually. To analyze 
those reports efficiently, the agency has 
developed a reporting form that reflects 
FDA’s experience in monitoring drug 
safety in a centralized reporting 
program. Each item of information on a 
fully completed Form FDA-1639 (Drug 
Experience Report) fulfills one of the 
following four purposes: (1) 

Recordkeeing information. (2) 
information necessary to monitor 
compliance. (3) information relating to 
the seriousness of the report and the 
event or reaction, and (4) information 
relating to the sequential relationship 
between the drug and the event or 
reaction. Moreover, as constructed. 

Form FDA-1639 is also intended to 
facilitate data entry into FDA's 
computer base. Given the large number 
of reports submitted to the agency, and 
the agency's small staff for reviewing 
and processing them. FDA's system will 
work only if applicants transfer reports 
from the scientific literature to Form 
FDA-1639’s. FDA believes, however, 
that preparation by the applicant of 1639 
forms for literature reports represents a 
minimal burden because, as described 
below, the regulations limit the kinds of 
literature reports that need to be 
submitted, and because the applicant 
will necessarily have to review any 
given literature report to determine if it 
meets the criteria for reporting. Morever. 
if the applicant believes that the 
preparation of a 1639 form represents an 
undue hardship in any particular 
instance, the regulations provide that 
the applicant may arrange with the 
Division of Drug and Biological Product 
Experience for an acceptable alternative 
reporting format. 
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76. Several comments questioned the 
need for submitting adverse drug 
experience reports based on the 
scientific literature. For example, one 
comment argued that literature reports 
often do not contain the information 
needed to complete FDA’s form and. 
therefore, that this requirement will 
provide FDA with little useful 
information. One company estimated 
that, under the proposed requirement, it 
would have to copy and submit to FDA 
almost three 5-drawer filing cabinets of 
literature articles each year, and that 
this would amount to over 100 filing 
cabinets industrywide. According to this 
comment, the number of additional 
employees needed by the industry and 
FDA to copy, submit, and review these 
articles would also be excessive. Other 
comments suggested that FDA limit the 
scope of the published reports falling 
under this section to, for instance, 
reports in the published literature 
•‘primarily concerned” with the 
occurrence of adverse drug experiences, 
or only those relating to fatal or life- 
threatening experiences. Finally, one 
comment asked whether the 
requirement applied to individual 
experiences reported in letters to a 
journal. 

FDA agrees with those comments that 
urged FDA, in order to keep the amount 
of information manageable, to limit the 
scope of required reports from the 
scientific literature. FDA has revised the 
final rule in two ways. First, the final 
rule limits literature reporting to 
’’serious and unexpected" adverse drug 
experiences and any "significant 
increase in frequency" of a serious, 
expected adverse drug experience (he., 
those subject to the 15-day reporting 
requirement). By focusing the literature 
review and reporting on the most 
important adverse drug experiences, this 
requirement achieves the objectives of a 
signaling system while maintaining a 
reasonable reporting burden on 
applicants. Reporting of the vast 
numbers of individual cases of known or 
nonserious adverse drug experiences 
recorded in the literature would not 
materially advance public health 
protection. 

Second, the final rule limits the kind 
of literature reports subject to the 15-day 
requirement in the following ways. With 
respect to reporting ' serious and 
unexpected” adverse drug experiences, 
the final rule limits literature reporting 
to adverse drug experiences appearing 
in scientific and medical journals as 
"case reports” or as the result of a 
formal clinical trial. Case reports are 
reports of experiences in individual 
patients, including those appearing in 


letters to the editor and in studies of 
adverse effects, but do not include 
literature reports of adverse drug 
experiences in clinical trials that do not 
tie experiences to individual patients. 
The limitation should help provide FDA 
with complete, rather than partial and 
less useful, information about events 
reported. In addition, limiting the 
requirement to reports in scientific and 
medical journals ensures that reports 
come from scientifically credible 
sources. As noted above, a Form FDA- 
1639 is required for each case report, 
even when a journal may contain less 
than all items of information needed to 
complete the form. With respect to 
reporting a "significant increase in 
frequency,’* the final rule limits 
literature reporting to scientific and 
medical journals containing reports of 
either formal clinical trials, or 
epidemiologic studies or analysis of 
experience in a monitored series of 
patients. Once again, this limitation is 
intended to focus attention on those 
types of literature reports most likely to 
yield useful information. 

77. Several comments said that the 
proposal is unclear about when FDA 
considers an applicant to have 
knowledge of an experience in a 
published report. Unsure about when 
FDA will impute to an applicant 
knowledge of a published report known 
by one of the applicant's employees, one 
comment recommended that applicants 
be required to report only experiences 
that employees discover in the normal 
course of business through a literature 
review program, or that employees 
discover on their own time (e.g., while 
reading a scientific journal at home) and 
bring lo their supervisor's attention at 
work. However, according to this 
comment, the regulation should not 
require that applicants establish 
literature review programs. 

As was clear in both the proposal and 
the final rule, adverse drug experiences 
an applicunt discovers through an 
organized literature review program 
must be reported. Although the final 
regulations do not require applicants to 
establish literature review programs, an 
applicant is obligated to report those 
experiences that come to its attention in 
the normal course of business. Whether 
on employee's knowledge of a report in 
a scientific journal would be imputed to 
the applicant will depend upon the . 
factors surrounding the employee’s 
knowledge of the report. As a general 
rule, however, FDA will consider 
companies responsible for information 
known to employees, and companies 
should adopt procedures that require 


* 


employees to bring important 
information to the attention of superiors 

78. Several comments suggested that 
the regulations should permit a single 
initial Form FDA-1639 for an adverse 
drug experience in multiple patients 
from nonliterature sources because the 
number of patients is often exaggerated 
According to these comments, 
individual forms could be required for 
followups of documented patients. 

FDA believes that permitting the use 
of a single initial report for multiple 
patients with individual forms for 
followup, while it might reduce by a 
small number of the forms required. h«js 
the potential for creating confusion 
about the number of experiences 
reported. It is necessary for FDA. if it is 
to utilize the data properly, that 
information on the number of adverse 
events be received in an unambiguous 
manner so as to reflect clearly the 
extent of a problem. The submission of 
multiple events on a single reporting 
form is inconsistent with the agency 
objective. Moreover, a practice of 
grouping reports on one form would 
make it harder for FDA to determine 
whether an experience was covered by 
an initial report and thus was reported 
in a timely way. and whether 
appropriate followup was conducted in 
each case. 

79. Identification of patients . Several 
comments objected to the provision 
under which FDA would have acces* to 
individual patient information. For 
example, comments suggested that the 
review of patient records by FDA raises 
questions about their continued 
confidentiality. Several comments urged 
that submission of patient records 
should require a determination in 
writing by the Director of the Center for 
Drugs and Biologies that there is good 
cause to believe that the reports in the 
application do not represent actual 
cases or actual results obtained, or that 
FDA should provide examples of 
situations where good cause to review 
actual reports would exist. Some 
comments suggested that the proposal 
did not provide the same types of 
protection for patient confidentiality 
accorded by State statutes. These 
comments suggested that FDA should 
describe the safeguards the agency wit! 
employ to protect and ensure patient 
privacy. 

FDA believes that these comments 
misunderstood the proposal as it relates 
to FDA access to patient records. FDA 
disagrees with the suggestion that its 
safeguards for information that 
identifies patients are inadequate. Ah 
noted in the proposal, FDA urges 
applicants not to include names and 
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addr< sses of individual patients in 
| adverse drug experience reports, 
although applicants should inlcude some 
I other identifier, such as initials or code 
numbers, initials and codes are useful 
J for eliminating duplicate reports of an 
I adverse drug experience. As noted in 
I ailntions. names of patients, 
health care practitioners, hospitals, and 
any geographic identifier are not 
releasable to the public under FDA's 
public information regulations in Pari 20 
(21 CFR Pari 20). Moreover. FDA's 
Division of Drug and Biological Product 
| Experience routinely deletes information 
| that tould identify patients, health care 
J professionals, and hospitals before 
I copies of adverse drug experience 
I reports are provided to the public, or 
even to other components within FDA 
itself Thus. FDA believes that the final 
rule adequately protects confidential 
information about patients. 

SO Several comments also believed 
that the proposal implied that applicants 
should maintain in their records the 
mimes and addresses of patients. One 
J comment stated that its practice is to 
retain only identifying Information that 
permits it to find the name and address 
of a patient, using records mainlined 
by the investigator. Another comment 
noted that an applicant may be unable 
to obtain the patient’s name, as some 
hospitals will not release patient 
identification. The comment suggested 
that thp phrase "upon written request by 
FDA the applicant shall submit 
individual patient identification 
information from designated reports" 
should be changed to "the applicant 
shall maintain sufficient patient 
I identification information to permit 
EDA by using that information alone or 
I along with records maintained by the 
investigator of a study, to identify the 
name and address of individual 
j patients." 

FDA agrees with this comment and 
| htti revised the final rule to provide that 
an applicant need only retain identifying 
information that permits FDA to find the 
name and address of a patient using 
records maintained by the applicant or 
I maintained by the investigator in a 
1 Hudy. 

81 Postmarketing clinical trials. 

Several comments urged that adverse 
dnig experiences from clinical 
I ‘^litigations conducted on marketed 
nnigs under an investigational new drug 
application (IND) should be exempt 
<rom the reporting requirements because 
*tody blinding will make it impossible to 
I identify whether the adverse drug 
| ^perience was associated with cither 
! he test drug or the control drug. 
Accordingly, this comment suggested 


that adverse drug experiences from 
these studies should be reported to FDA 
in the final study report. One comment 
noted that in double-blind studies it is 
not known whether an experience is 
associated with a placebo, a control 
drug, or the study drug, and the code 
should only be broken for fatal or life- 
threatening reactions. One comment 
urged that the regulations clearly specify 
whether adverse experiences occurring 
with an approved drug product used in a 
clinical study under an IND should be 
reported to the application or the IND. 
Another comment objected to the use of 
Form FDA-1639 for reporting 
experiences from clinical investigations 
conducted under an IND. According to 
this comment, those experiences are 
best reported in the final clinical report 
which should be submitted after the 
study is completed. 

FDA agrees with the general thrust of 
these comments and has revised the 
final rule to provide that only "serious 
and unexpected" experiences or a 
"significant increase in frequency" of a 
serious, expected experience (i.e., those 
subject to the 15-day reporting 
requirement) must be reported when 
they occur in clinical trials conducted 
using marketed drugs. As noted above, 
the 15-day reports are the most 
important part of the adverse drug 
experience reporting system, and it is 
imporiunt to keep these reports current. 
FDA does not interpret this requirement 
as requiring clinical investigators to 
break the blinding code, but this 
requirement does apply to serious, 
unexpected adverse drug experiences 
when the code is normally broken 
anyway (such as when the patient dies 
or drops out of the study). 

62. Several comments also objected to 
FDA prohibiting the reporting of adverse 
drug experiences from Phases I and II 
studies on Form FDA-1639. 

The prohibition objected to has been 
deleted from the final rule. FDA agrees 
that reporting of "serious and 
unexpected" adverse drug experiences 
from clinical trials on marketed drugs 
required under this section should be 
submitted on a Form FDA-1639. As 
noted above, the review of adverse drug 
experiences by FDA’s Division of Drug 
and Biological Product Experience is 
geared to this form, and its use also 
facilitates entry of the information into 
the computer base for marketed drugs. 
This interpretation does not apply to 15- 
day reports of significant increases in 
frequency which, for reasons described 
obove. are to be reported in narrative 
form. It should be noted, however, that 
the final rule does not apply to reporting 
requirements under the IND regulations 


(Part 312), where a more detailed type of 
reporting may be required because much 
less is known about the safety of 
unmarketed drugs and, therefore, more 
extensive information on individual 
incidents is needed. 

83. Postmarketing surveillance/ 
epidemiological studies. One comment 
objected to the submission of adverse 
drug experience information from 
postmarketing surveillance/ 
epidemiological studies on Form FDA- 
1639 in the same fashion as information 
from spontaneous reports because these 
studies would generate a large number 
of reactions that would overwhelm the 
spontaneous reporting system. The 
comment suggested that only 
unexpected adverse drug experiences 
from those studies be submitted under 
the schedule for spontaneous reporting, 
with other experiences summarized and 
submitted later. 

FDA has revised the final rule in 
response to this comment. First. FDA 
recognizes that reports occurring in a 
structured study must be evaluated 
separately from spontaneous reports. 
Thus, the agency asks that reports of 
adverse drug experiences clearly note 
when an experience occurred in a 
postmarketing study. The agency will 
file these study reports separately from 
spontaneous reports. Second, as with 
postmarketing clinical trials, the 15-day 
reporting requirement will apply to these 
studies only where there is no blinding 
or when the blinding code is otherwise 
broken, and these reports are required 
to be submitted on Form FDA-1639. 
However, other adverse drug 
experiences from these studies will be 
subject to periodic reporting and will be 
required to be reported following the 
completion of the study (a study is 
considered completed 1 year after it is 
concluded); applicants are encouraged 
to submit these adverse drug 
experiences in a format different from 
Form-1639, if agreed to in advance by 
the Division of Drug and Biological 
Product Experience. 

84. Recordkeeping. Several consumers 
objected to requiring recordkeeping of 
adverse drug experience reports for only 
10 years, arguing that such data may be 
useful later if a drug is found to have 
serious adverse effects that do not show 
up for many years: for example, if the 
drug is found to be carcinogenic. In 
contrast, another comment argued that 
the requirement that adverse drug 
experience records be maintained for 10 
years is excessive, suggesting instead 
that complete records be retained for 5 
years and a summary of adverse drug 
experiences be retained for an 
additional 5 years. 
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FDA ha* not found it necessary to rely 
upon applicant records that are more 
than 10 years old for evaluating current 
adverse effect*, including delayed 
effect* Uke carcinogenicity. Thus, the 
agency cannot now justify a record 
retention requirement of more than 10 
years. In addition. FDA would prefer to 
be able to obtain full rather than 
summary record* when and if needed. 
The agency is not persuaded that 
retaining complete record* for S years 
and then reducing them to a summary is 
less burdensome than simply retaining 
the records for 10 years. Therefore, the 
final rule will remain as proposed. 

85. Misct JJaneaus issues. On its own 
initiative. FDA ha* made several 
additional modifications to the final rule 
relating to adverse drug experiences. 
First the agency has limited the 
reporting of adverse experiences from 
foreign marketing to those considered to 
be “serious and unexpected" as well a* 
those representing a "significant 
increase in frequency" of a serious, 
expected adverse drug experience (t.e.. 
those subject to the 15-day reporting 
requirement^, consistent with other 
efforts to target FDA resources on the 
most important adverse experiences. 

Second, the dual rule, like the current 
regulations, requires any person (in 
addition to the applicant) whose name 
appears on the label of an appro*, ed 
drug product (le.. a manufacturer, 
packer, or distributor) to comply with 
the 15-day reporting provisions on 
adverse drug experiences. Although 
FDA proposed to delate this requirement 
for nonapplicanls as part of a broader 
effort to reduce recordkeeping and 
reporting requirements generally. FDA 
believes that the 15-day reporting of 
adverse drug experiences is sufficiently 
important, and that it is sufficiently 
likely that any person whose name is on 
the approved label will be a recipient of 
adverse drug experience complaints, 
that this reporting requirement should 
be retained fn order to avoid 
unnecessary duplication of reporting, 
however, a nonapplicanl s obligation 
under this section may be met by 
forwarding the adverse drug experience 
information it receives to the applicant 
within 3 working days, and by retaining 
a record of that transmittal. 

Third, the agency has continued the 
current rule of requiring two copies of 
adverse drug experience reports, rather 
than the proposal s requirement of only 
one copy* to expedite review of the 
report* by the Division of Drug and 
Biological Product Experience and the 
Office of Drug Reseandi and Review or 
the Office of Biologies Research and 
Review, which both evaluate adverse 
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drug experiences. Because of the large 
volume of report* received, copying by 
FDA will unnecessarily delay the review 
of this important information. The 
agency believes that spreading this 
burden among all applicants is both 
reasonable and efficient Applicant* 
should send both copies of these reports 
in the same envelope or package 
directly to the Division of Drug and 
Biological Product Experience, and the 
agency will route the second copy to the 
Office of Drug Research and Review or 
the Office of Biologies Research and 
Review. The final regulation also 
contains a provision for waiver of the 
requirement for a second copy (for 
example, in the quarterly/annual report, 
the reviewing division may want only 
the tabular listing of noo-15-day reports, 
rather than full Form FDA-1639's). 

Fourth, the final rule contains a 
caution against the submission of 
multiple report* for the same adverse 
drug experience. Thus, an applicant 
should not include in reports under this 
section any adverse drug experiences 
that occurred In clinical trials if they 
were previously submitted as part of the 
approved application. If a report applies 
to a drug for which an applicant holds 
more than one approved application, the 
applicant should submit the report to the 
application that was first approved If a 
report refers to more than one drug 
marketed by an applicant the applicant 
should submit the report to the 
application for the dreg listed first in the 
report. 

Finally. FDA has added a provision 
siting that an adverse drug experience 
report submitted in accordance with 
these regulations does not necessarily 
reflect a conclusion by either the 
applicant or FDA that the report 
constitutes an admission that the drug 
caused or contributed to an adverse 
effect. This "disclaimer** provision 
parallels a similar provision recently 
added to the Medical Device Reporting 
(MDR) regulation (49 F*R 48272; 

December 12,1961} in response to 
comments raised concerning product* 
liability consequences of reporting 
possible adverse effects. FDA advises, 
however, as it did in the December 1Z 
1984 notice, that although FDA does not 
intend for such a report to be viewed as 
an admission of liability, whether a 
court will treat a submission to FDA as 
an admission will depend on factors 
outsids of the agency's control such as 
the contents of the report itself. 

FDA believes this disclaimer 
incorporates long standing agency 
policy in the drug* area. Both the 
previous and the new drug regulations 
require reporting of adverse events. 


whether or not considered to be cmu±zi 
by the drug in question. FDA is addi< ; 
the disclaimer provision for purpose of 
articulating consistency with the itc • 
MDR regulation. For the reasons *t*t^ 
in the December 12.1984 notice, this 
provision does not require notice and 
comment rulemaking and will be am tie 
effective along with the other adverv 
drug experience reporting provisions of 
this final rule. 

6S. Several comments suggested that 
FDA combine the adverse drug . 
experience and annual reporting 
requirements into a single section of tht 
regulation, because the separate 
sections In the proposal were coohii.^ 
and duplicative. 

FDA befteves that separate sectk?' * 
describing the "adverse drug expend 
reporting** requirements and the ""annual 
reporting" requirements are helpful 
because both FDA and some app2k nti 
have seperete organizational 
components devoted to each af the v 
areas. For example, to FDA. the ad\ er$* 
drug experience reports are evahu* *d 
first by the Division of Drug and 
Biological Product Experience, where*! 
the annual reports are reviewed by the 
Office of Drug Research and Review or 
the Office of Biologies Research and 
Review. 

Nevertheless. FDA agrees that the 
proposal did not adequately segregate 
the requirements applicable to advent 
drug experience reports from those 
relating to the more general record r j ad 
reports, and. therefore, the agency ha* 
made the following changes in the final 
rule: First, the section relating to the 
"postmarketing reporting of advert 
drug experiences" will include all the 
regulatory req uirem ents relating to this 
topic, including the provisions reLa'ig 
to the retention of record* and the 
annual tabulation, both of which were 
located in the "records and report* 
section of the proposal. Second, the 
reporting requirements for advene cinq 
experiences have been deleted fru~ tht 
"other postmarketing reports" section 
(called “records and reports" in the 
proposal) because they are also found a 
the section in the final rule cm adve-re 
drug experience reporting (the propo*d 
had listed them in both sections). 

87. One comment suggested that thr 
agency monitor more closely app* 
compliance with reporting require Trvnfcs 
and suggested that the proposal was 
unclear about who is responsible fcr 
submitting reports of adverse drug 
experiences. The comment abo ask'd 
how the information is made pubh ly 
available. 

FDA urges health care professionals 
to submit adverse drug experience 
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reports to FDA on Form FDA-1639. 

Many professionals submit reports to 
tn rmufacturers, however, and many 
manufacturers routinely review the 
literature on their products. It is the 
reports obtained by the manufacturer 
with which these regulations arc 
concerned. The regulations clearly place 
th<- responsibility for submitting those 
reports to FDA on the manufacturer. 

With respect to public disclosure. 

5 20.111(c)(3) of FDA’s public 
information regulations governs how 
this information is made publicly 
available. 

88. One comment stated that FDA s 
regulatory impact analysis on the 
proposal did not adequately discuss the 
impact of the changes in the adverse 
drug experience reporting system. 

This comment was made in 
conjunction with an objection to the 
proposed requirement that all adverse 
drug experiences be submitted within 30 
working days, a change which the 
comment believed was excessive and 
did not provided a corresponding public 
health benefit. Because FDA has 
modified that aspect of the proposal, the 
n ^responding economic concern with 
respect to the proposed 30-day provision 
is moot However, the final regulutory 
impact analysis does address the 
economic aspects of the major changes 
between the current regulations and the 
final rule. 

89. Two comments suggested that 
over the-counter drugs that are subject 
to approved applications and that are 
not intended for systemic absorption, 
like antimicrobial mouthwashes or 
snaps and antldandniff shampoos, 
should be exempt from frequent 
reporting of consumer complaints, like 
rashes or minor skin irritations, 
particularly if the manufacturer provides 
a toll free telephone number on labels. 

FDA believes that the changes in the 
final rule—to require only “serious and 
unexpected” adverse drug experiences 
to be reported quickly—meets the 
concerns of the comments. 

Other P ostinarketing Reports (§ 314.81) 

90. NDA—Field alert report 

IS 314.81(b)(1)). Two comments objected 
to the proposal specifying that certain 
reports, required under current 
regulations to be submitted 
“immediately,” be submitted within 3 
working days. These reports covered: (i) 
Information concerning any incident 
that causes the drug product or its 
labeling to be mistaken for, or applied 
to, another article; and (ii) information 
concerning any bacteriological 
contamination, or any significant 
chemical, physical, or other change or 
deterioration in the distributed drug 


product, or any failure of one or more 
distributed batches of the drug product 
to meet the specifications established 
for it in the application. Two other 
comments, mistakenly believing that the 
agency intended to require immediate 
reporting of a broader category of 
information than currently required, 
urged that thexurrent language of the 
requirement be retained because the 
comments found it preferable to and 
clearer than the proposed revision. 

Other comments suggested that FDA 
allow reports by telephone with written 
followup information. 

Although the agency has retained the 
proposed wording regarding the kinds of 
information that are required to be 
reported under this section. FDA intends 
the final rule to require the same kinds 
of reports submitted under the current 
regulation. The major change from 
current practice is to require the report 
within 3 working days. FDA has also 
revised the final rule to state that this 
reporting requirement applies only to 
distributed drug products and that the 
report should be made to the FDA 
district office that is responsible for the 
facility that is the subject of the report. 
To help the district offices recognize 
these submissions quickly, these reports 
have been designated “NDA—Field 
alert reports” in the final rule. Because 
these reports can lead to preventing 
potential safety hazards from products 
already in distribution, the agency 
emphasizes that the reports are required 
for both confirmed and unconfirmed 
problems. Telephone reports will be 
permitted, with prompt written followup. 

91. AnnuaI report (§ 314.81(b)(2)). 
Several comments stated that the 
proposal to require an annual report 
within 30 days of the anniversary date 
of approval is unnecessarily 
burdensome, particularly if adverse drug 
experiences are reported earlier. One 
comment suggested a due date of 60 
days after the anniversary date, and 
another comment suggested 6 months. 
Finally, one comment suggested that 
annual reports should be eliminated 
after 3 years of marketing because little 
new information is obtained after that 
time. 

FDA is persuaded that 30 days may be 
inadequate for an applicant to compile 
and prepare an annual report. An 
annual report under the final rule will 
differ from current annual reports In that 
it will contain, in addition to what is 
currently reported, both a summary of 
new information about the drug and a 
description of actions the applicant has 
taken or proposes to take as a result of 
that information. Thus, to ensure that 
the summary is clear, concise, and 
thoughtful. FDA has revised the final 


rule to require the submission of an 
annual report 60 days after the 
anniversary date of the application. 

FDA does not agree, however, that 
annual reports should be eliminated 
after 3 years. Animal and clinical data 
may become available long after a drug 
is first marketed, and the annual 
reporting requirement is the most 
effective means for an applicant to 
provide it to FDA. Moreover, the annual 
report is necessary for applicants to 
inform the agency about changes in the 
application that are not covered by 
supplements. Thus. FDA relies upon the 
annual reporting requirement to monitor 
continuously the safety and quality of 
approved drugs while they are 
marketed. 

92. Summary (§ 314.81(b)(2)(i)), One 
comment objected to the requirement for 
an annual report summary containing a 
description of the actions an applicant 
intends to take as a result of new 
information because, according to this 
comment, action by an applicant should 
not wait until the applicant prepares its 
annual report. 

FDA believes that this comment 
misunderstood the proposal. The final 
regulations, like the proposal, do not 
require that an applicant delay action 
until an annual report is made: instead, 
the summary is simply required to 
contain a description of actions the 
applicant has taken and actions the 
applicant proposes to take. 

93. Distribution data 

(§ 314 81(b)(2)(H)). One comment 
objected to what was perceived as a 
requirement for a single report of units 
distributed for domestic and foreign use. 
According to this comment, the 
requirement would make it difficult for 
FDA to estimate the incidence of a 
drug 8 adverse effects because 
applicants usually will have much less 
information about adverse experiences 
in foreign countries. 

FDA has revised the finu! rule to state 
clearly that quantities of a drug product 
distributed for domestic use and 
quantities distributed for foreign use 
should be stated separately. 

93a. Chemistry, manufacturing* and 
controls changes (§ 314.81 (b)(2)(iv)). The 
final rule retains the current requirement 
for annual reporting of experiences, 
investigations, studies, or tests involving 
chemical or physical properties of the 
drug that may affect the drug’s safety or 
effectiveness. This provision was 
Inadvertently omitted from the proposal. 

94. NuncUnical laboratory studies 
(§ 314.81 (b)(2)(v)). Several comments 
urged that requirements for reporting 
nonciinical laboratory studies be limited 
to active ingredients. One comment 
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asked FDA to require applicants to 
submit routinely published literature 
about commonly used drug ingredients, 
such as acetaminophen, codeine, end 
atropine, rather than to submit them in 
annual reports on specific drug products. 
According to this comment, submission 
of data on the ingredients rather than on 
individual products would better enable 
FDA to monitor the drug products 
adequately. Another comment urged 
that summaries of published reports be 
permitted because the reports 
themselves often contain lengthy 
reviews of previous literature. Finally, 
noting that there is no reason to supply 
FDA with required Information it 
already has. one comment suggested 
that FDA limit required submissions to 
“new" toxicological findings in animal 
and in vitro studies. 

The final rule retains the proposed 
requirement for reporting nondinicul 
laboratory studies of inactive 
ingredients, because both active and 
inactive ingredients can cause safety 
problems. FDA has also retained the 
requirement for submitting study results 
for inclusion in specific applications 
rather than making a general submission 
to the agency. This is because each 
report an ingredient must be separately 
evaluated with respect to the drug 
products that contain it With respect to 
published literature, the final rule has 
been revised to require only summaries 
of published studies, although tho 
applicant will be required to submit a 
copy of the published study upon 
request. FDA has retained in the final 
rule the requirement for full copies of 
unpublished nondinical studies. Finally, 
the final rule, like the proposal, does 
limit submissions to “new" toxicological 
findings in animal and in vitro studies. 

95. Clinical data ft 314.8l(bU2)(vi)). 
One comment objected to the required 
submission of articles from the scientific 
literature, rather than simply a 
bibliography, because the articles are 
readily available to the agency. Two 
comments suggested that an applicant 
should only be required to submit 
published or unpublished reports that 
present new and different information 
that has not been previously submitted, 
instead of requiring applicants to submit 
all available reports. One comment 
suggested a revision of the phrase 
“review articles, papers, and abstracts 
in which the drug is used as a research 
tool/* to clarify that papers (as well as 
abstracts) in which the drugs is used as 
a research too! should not be reported. 

Although FDA has access to the 
scientific literature, it would impose a 
significant burden on the agency if its 
reviewers were required to obtain 


reprints of literature references. It is 
properly the responsibility of the 
applicant to assure that the application 
is kept current. Since the applicant is 
expected to monitor the literature for 
developments relating to it* products. It 
is not. in FDA's opinion, unduly 
burdensome to require the applicant to 
copy relevant articles and send them to 
FDA. 

As suggested by two comments, 
applicant* are not required to resubmit 
information previously submitted. 
However, the final rule retains the 
requirement for the submission of 
information from any new clinical trials 
(l*®- not previously submitted). Even if 
such trials do not contain dramatically 
different information, they often provide 
new information about, or insights into, 
the safety or effectiveness of the drug 
product. Finally. FDA agrees that 
reports of papers (as well as abstracts) 
in which the drug is used as a research 
tool need not be reported, and the 
agency has revised the final rule to so 
provide. 

96. Status reports ft 314Al(b)(2Mvn)). 
One comment contended that status 
reports for pastmarketing studies are 
unnecessary because FDA will ba 
receiving adverse drug experience data 
on u timefv basis. 

FDA believes that this comment 
misunderstood the proposal. All that is 
required is a “statement of the current 
status of any postmarketing studies." 
This is simply a requirement to advise 
the agency about which poatmarketing 
studies, if any. are ongoing, and what 
the status of such studies is. such as 
how doee a study is to completion. 
Detailed reporting of adverse drug 
experiences is not required under this 
section. 

Time Frames for Reviewing 
Applications ft 314.100) 

97. Several comments objected to 
establishing limits to the application 
review time and urged that FDA should 
emphasize the thoroughness and 
carefulness of its review instead of 
merely the speed with which approval 
decisions are made. One comment 
suggested (hat it is unlikely that faster 
approval could be accomplished without 
compromising the reliability of FDA's 
safety ami effectiveness decisions. 

These comments were concerned that 
the 180-day deadline for reviewing 
applications may place too much 
pressure on reviewers and thus reduce 
the quality of the review. Other 
comments considered the time frames 
unrealistic, particularly in view of the 
proposed changes to increase the 
number of communications a nd 
meetings with applicants. Another 


comment suggested that the agency's 
time frames for action on applications 
may create unreasonable expectations, 
given the restrictions on the agency's 
personnel and budget resources. 

This final rule, like the proposal, is 
intended to establish efficient 
procedures, including time frames for 
review, under which the approval 
process operates, without reducing the 
nigh level of public health protection the 
approval process now provides. The 
180-day review period reflects the 
statutory requirements that opply to the 
approval process. FDA believes that 
improvements in the regulations (such 
as those relating to the format and 
content of applications), together with 
managerial improvements, provide a 
reasonable basis for concluding that the 
time frames in the final rule can usually 
be met 

96. One comment suggested that the 
agency's two 180-day time limits for 
reviewing and filing applications (which 
overlap by 60 days) are confusing. The 
proposal was unclear, according to this 
comment about whether an action letter 
will issue within 180 days of FDA’s 
receipt or within 180 days of FDA's 
filing of the application. Another 
comment urged FDA to adopt a single 
time frame under which the agency 
would file the application 30 days from 
the date of its receipt, thus starting the 
180-day clock. Finally, one comment 
suggested that FDA establish a special 
deadline for action by the Directors of 
the Office of Drug Research and Review 
and the Office of Biologies Research and 
Review on division recommendations on 
applications. 

Although the agency recognizes that 
there is a potential for confusion, it 
believes that its separate time frames 
for reviewing and filing applications are 
necessary and are not unduly 
complicated. The agency suggests that 
reviewers and applicants should focus 
on the provision for issuance of an 
action letter (either an approval, 
approvable. or not epprovable letter) 
within 180 days of FDA's initial receipt 
of the application. This is the ^review 
clock*’ (i.e.. the period in which the 
application will be reviewed) and it 1* 
not affected by the date of filing. Thus, 
moving the deadline for filing from 80 
days to 30 days would not have the 
effect anticipated by the comment: The 
100-day review period would be already 
running when cither filing date (30 to 60 
days) was reached 
' The second 180~day period or “filing 
clock.“ plays an important role in only 
that small number of cases where the 
applicant chooses to enter the formal 
evidentiary hearing process following 
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the* agency's refusal to approve its 
replication. The reason for the “filing 
clock" is legal: section 505 of the act 
requires FDA. within 180 days of 
“filing." either to approve the 
implication or to issue a notice of 
opportunity for hearing. The preparation 
of a notice of opportunity for hearing is 
far more time consuming than the 
preparation of a not approvable letter. 
Therefore, by placing the date of 'Tiling" 
60 days into the review cycle, the 
agency gives itself GO days at the end of 
the normal review cycle (i,c„ issuance of 
an action letter) to prepare a notice of 
opportunity for hearing if one is 
necessary. (As noted below, this 60 days 
indudes 10 days for the applicant to 
respond to the action letter, so FDA's 
time is really 50 days.) 

What this means, therefore, is that 
applicant should rely on the 180-day 
“review dock" as the measure of review 
time regarding their applications. As 
described above, this provision calls for 
the completion of FDA's review and 
usance of an action letter within 180 
days of initial receipt of the application. 
The filing notice after 80 days serves as 
a status report to the applicant that the 
application has been found to be 
sufficiently complete for review 
purposes, and does not affect the period 
in which applicants are notified of the 
approvability of their applications. 

Except In those rare cases that may 
culminate in a formal evidentiary 
hearing, the 180 day "filing dock" has 
no practical significance. 

FDA has retained the proposed 
provision that the "clocks" may be 
extended by mutual agreement or by the 
submission of a major amendment. Any 
extension applies equally to both the 
M n?view clock" and "filing clock." This 
change is consistent with comments, 
discussed elsewhere In this preamble, 
lhat advocated increased use of 
Advisory committees. These comments 
recognized that bringing a matter before 
an advisory committee could raise a 
need to extend the review period. 

Ming on Application (§314.101) 

99. FDA received several comments 
on the proposed provisions concerning 
fding an application and procedures to 
he followed when the agency refuses to 
file an application. Several comments 
‘•jested that the regulations should 
provide for FDA to file the application 
within the 80-day period instead of on 
GOth day after receipt. Several 
comments objected, as being 
insufficient, the 10 days provided in the 
proposal for an applicant to decide 
whether to request an informal 
r ’oference on the agency's refusal to file 
its application. One comment suggested 


that the agency' allow 50 days for a 
response, with extensions for good 
cause. Another comment asked whether 
an applicant needs to resubmit an 
application that it files over protest and 
suggested that references to "automatic 
filing" are inconsistent with the 
requirement that the applicant initiate a 
conference to file an application over 
protest. 

FDA does not believe a change in the 
final rule to provide for filing an 
application in less than 80 days would 
have any practical effect. As noted 
above, an earlier filing date would not 
affect the deadline for issuance of an 
action letter, which remains 180 days 
after initial receipt of the application. 
Moreover, because FDA's time to 
prepare a notice of opportunity for a 
hearing (following a not approvable 
letter, when requested by the applicant) 
is to be the same as the time for filing 
the application, an earlier filing would 
limit the time, which is already short, for 
the agency to prepare .the requisite 
notice of opportunity for hearing. 

In response to comments, FDA has 
revised the procedures for filing over 
protest. Under the final rule, when FDA 
refuses to file an application, the 
applicant will have 30 days to decide 
whether to request an informal 
conference with agency officials (rather 
than 10 days, as provided in the 
proposal). The final rule also priovides 
that such an informal conference must 
be held before an application may be 
filed over protest. However, these 
changes also necessitate modifications 
of the "review dock" with respect to 
applications filed over protest, because 
an tnforma! conference requested on the 
30th day following a refusal to file 
would leave FDA only 90 days (30 days 
plus the 60 doys before filing) in which 
both to hold the informal conference and 
complete the review of the application. 
Under the final rule, an application 
which the agency refuses to file will be 
considered received, for purposes of 
commencing the 180-day review period, 
on the date the informal conference is 
requested. This change is needed to 
ensure that FDA will have enough time 
to review any application that is 
subsequently filed over protest. 
Moreover, dating receipt from the date 
the applicant requests an informal 
conference will result in conferences 
being held promptly because the review 
period will already have commenced. 

In response to one comment, the 
agency has modified the final rule to 
provide that an applicant need not 
resubmit a copy of the application when 
it is filed over protest. 


FDA agrees with the last comment 
and has removed the reference to 
automatic filing of an application. 
Nevertheless, FDA believes that it is 
clear from the final rule that FDA will 
file a complete application in 60 days, 
and that even an incomplete application 
can be filed over protest (at a somewhat 
later point) if the applicant insists. 

100. One comment suggested that the 
provision under which FDA can refuse 
to file an application that is incomplete 
should include the following phrase 
"other than case reports and other 
information not expressly required 
under this part" According to the 
comment this change would clarify that 
the provisions in the regulations for the 
routine submission of less than all case 
report forms does not conflict with 
section 505(b)(1) of the act (21 U.S.C. 
355(b)(1)), which requires "full reports of 
investigations." 

FDA believes that the additional 
wording suggested by the comment is 
unnecessary. The comment erroneously 
assumes that only submission of oil case 
report forms satisfies the full reports 
requirements of the statute. As 
discussed above, however, case report 
forms are simply one way in which data 
from a clinical study can be presented. 
The final rule requires applicants to 
submit a combination of summaries, 
analyses, tabulations, and case report 
forms, with additional case reports 
available upon request. These materials 
satisfy the "full reports" requirements of 
the act. regardless of whether all case 
reports are submitted. 

101. One comment asked for 
clarification of the provision under 
which FDA will refuse to file an 
application if the drug product that is 
the subject of the submission is already 
covered by an approved application. 

The comment suggested that this should 
prohibit only an applicant who holds an 
approved application from filing another 
application for the same product. The 
comment stated that the provision 
should not apply to another applicant 
filing an application for the drug 
product. 

This provision will permit FDA to 
refuse to review spurious applications. 
For example. FDA publishes an 
"Approved Drug Products List" that 
identifies applicants who hold approved 
applications, but this list does not 
identify distributors. Because some 
State regulatory officials rely upon the 
list as an index to legal marketers of 
drugs, distributors may seek 
applications for products they already 
distribute in their own names. FDA's 
review of such an opplication would 
require a commitment of resources, but 
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would not affect the marketing status of 
the drug under Federal law. Distributors 
that encounter problems with State 
procurement or other systems keyed to 
NDA status should resolve those 
problems by means that do not involve 
inappropriate and wasteful use of the 
NDA process. 

Communications Between FDA and 
Applicants (§ 314.102) 

102. Several comments agreed with 
the policies stated in the preamble to the 
proposal that open communication 
between FDA and applicants should be 
fostered and that FDA should promptly 
communicate with applicants about 
deficiencies or the need for additional 
data. These comments, however, urged 
that these policies be codified in the 
regulations in order to institutionalize 
them more formally. 

FDA agrees with these comments and, 
to reflect its commitment to increasing 
and improving communication between 
the agency and applicants, has revised 
the final rule in the following 
ways.reviewingan application, FDA 
shall communicate with applicants 
about scientific, medical, and procedural 
issues that arise during the review 
process. Such communication may take 
the form of telephone conversations, 
letters, or meetings, whichever is most 
appropriate to discuss the particular 
issue at hand. The final rule also 
requires communications to be 
appropriately documented, in 
accordance with $ 10.65. 

b. The final rule directs FDA 
reviewers to make every reasonable 
effort to communicate promptly to 
applicants easily correctable 
deficiencies found in an application 
when those deficiencies are discovered, 
particularly deficiencies concerning 
chemistry, manufacturing, and controls 
issues. The final rule also provides that 
FDA will inform applicants promptly of 
its need for more data or information in 
the application or for technical changes 
in the application needed to facilitate 
the agency's review. This policy is 
designed to permit applicants to correct 
such readily identified deficiencies 
relatively early in the review process 
and to submit on amendment before the 
review period has elapsed. However, 
under the final rule, such early 
communication would not ordinarily 
apply to major scientific issues, which 
require consideration of the entire 
pending application by agency managers 
as well as the reviewing staff. Instead, 
these major scientific issues will 
ordinarily be addressed in an action 
letter. 

c. The final rule contains a new 
provision for applicants to have an 
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opportunity for an "end-of-review 
conference" with agency officials. This 
meeting would be held at the conclusion 
of FDA's review of an application, as 
designated by the issuance of an 
approvable or not approvable letter. The 
purpose of this type of meeting is to 
discuss what further steps need to be 
taken by the applicant before the 
application can be approved. This 
meeting will be available on all 
applications, with priority given to all 
applications for new chemical entities 
and major new indications for marketed 
drugs. 

d. The final rule states that FDA will 
make every effort to grant requests for 
other meetings that involve important 
issues and that can be scheduled at 
mutually convenient times. This policy 
is designed to facilitate the free 
exchange of information between FDA 
and applicants. However, the final rule 
discourages "drop-in" visits (except for 
urgent matters, such as to discuss an 
important new safety issue) in order to 
minimize disruption of reviewers' work 
time. 

FDA has revised its staff manual 
guide on communication between FDA 
and applicants to conform to the 
provisions of the final rule. 

This expanded provision in the final 
rule embodies FDA's belief that there 
should be a continuing dialogue 
between FDA and applicants throughout 
the 1ND/NDA process. In the Federal 
Register of June 9,1983 (48 FR 26720). 
FDA proposed revisions to the 
investigational new drug regulations 
(1ND Rewrite). That proposal 
encourages all applicants to participate 
in "end-of-Phase 2" meetings in order to 
reach an agreement on the overall plan 
for Phase 3 clinical investigations and 
the objectives and designs of particular 
studies. That proposal further 
encourages applicants to participate in 
"pre-NDA” meetings in order to ensure 
that marketing applications present data 
in a manner suitable for efficient agency 
review. Moreover, this final rule, as did 
the proposal, provides for FDA to notify 
an applicant 60 days after receipt of the 
application about whether it is 
acceptable for filing, thus providing 
early feedback on the application. 
Finally, the final rule gives applicants a 
right to an informal meeting 
approximately 90 days into the review 
cycle on applications for all new 
chemical entities and major new 
indications for marketed drugs. FDA 
believes that these changes, when seen 
as a whole, will foster open and timely 
discussions between reviewers and 
applicants. 

103. FDA also received several 
comments on the 90-day conference. 


These comments suggested that FDA 
extend 90-day conferences to include 
not only new chemical entities and 
major new indications, but also all other 
NDA's and major supplements, such as 
new dosage forms. In addition, believing 
the meeting would be held 90 days after 
filing, which would be 150 days after 
receipt of the application, one comment 
suggested that FDA should be prepared 
to make an intial determination of 
approvability at the meeting. 

FDA has limited the right to a 90-day 
conference to new chemical entities and 
major new indications because these are 
the most complex applications and 
because the resources needed to extend 
this right to all drugs are not now 
available. The agency believes that the 
provisions described above for 
presubmission meetings, notice of filing, 
and early notice of easily correctibie 
deficiencies will in most cases provide 
adequate feedback to applicants on less 
complex applications and supplements 
However, as noted above, the agency 
will entertain requests by applicants for 
other meetings, and so a 90-day meeting 
could be requested on applications other 
than those provided in the final rule. 

The agency has revised the final rule 
to clarify that the 90-day meeting will be 
held approximately 90 days after the 
agency receives the application (rather 
than 90 days after filing) and thus 90 
days before the agency would be 
expected to provide an action letter on 
it Because the meeting will be held only 
midway through the review process. 
FDA will rarely be able to give its views 
on the ultimate approvability of the 
application. 

Dispute Resolution (§ 314.103) 

104. FDA received a number of 
comments on the issue of dispute 
resolution. The proposal outlined a new 
appeals process which the agency 
implemented at the time of the proposal 
through a staff manual guide. Several 
comments suggested that the appeals 
process is too complex too address 
minor administrative and procedural 
disputes which could be resolved more 
easily and more promptly by an 
ombudsman. Several comments also felt 
that the appeals process is inadequate 
to resolve major scientific and medical 
policy disputes which, according to 
these comments, should be referred (as 
a matter of right) to one of the agency s 
standing advisory committees. 

FDA is committed to resolving 
disputes with applicants in a prompt, 
amicable, and equitable way. and it was 
towards this end that the appeals 
process referred to above was 
implemented. In light of these 
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comments, however, together with the 
fluency's newly articulated policy on 
t ummunfc&tion with applicants. FDA 
has reevaluated the entire issue of 
dispute resolution and has revised this 
provision in the final rule in the 
following ways. 

First. FDA agrees with the comments 
that an ombudsman should be 
designated to resolve administrative and 
procedural disputes, and the final rule 
has been so revised. The role of the 
ombudsman is to investigate what the 
facts are and to facilitate a timely and 
equitable resolution of the issue. 
Appropriate issues to raise with the 
ombudsman include resolving 
difficulties in scheduling meetings, 
obtaining timely replies to inquiries, and 
obtaining timely completion of pending 
reviews. Further details on this 
procedure are available in a staff 
manual guide that is publicly available. 

Second, upon reevaluation. FDA 
believes that the recently implemented 
appeals process is too complex to meet 
the needs of the NDA review period, 
and that the same goals can be achieved 
through alternative means. This 
conclusion is based in part on the fact 
that the appeals process was rarely used 
during its first year, possibly due to the 
inhibiting effects of the detailed 
procedure. The appeals process was 
conceived in response to industry 
complaints that "stalemates" were often 
re ached with individual reviewers 
v> hereby applications could be delayed 
indefinitely without the involvement of 
upper lever FDA managers. In addition, 
applicants appear to perceive FDA as 
being unreceptive to attempts by 
applicants to resolve problems 
informally during the application review 
process. The new appeals process was 
designed to meet these concerns by 
legitimizing access to the system and by 
requiring automatic review by higher 
level agency managers. However. FDA 
believes that other specific provisions of 
the final rule meet these concerns, and 
thereby obviate the need for a formal 
appeals process. 

For example, the time frame imposed 
for review of applications ensures that 
issues are raised in a timely fashion 
with upper level managers, including 
both division directors and the Directors 
of the Office of Drug Research and 
Review and the Office of Biologic* 
Research and Review. Moreover, the 

runety-day conference" and "end-of- 
review conference," described above, 
provide a timely mechanism for 
applicants to meet with appropriate 
a 8< ncy officials to discuss and resolve. 

'f possible, important issues. For other 
scientific or medical disputes that arise 


during the NDA review process, the 
final rule provides that applicants 
should first discuss the matter directly 
with the responsible reviewring officials. 
If the issue is still unresolved, applicants 
may request an informal meeting with 
the appropriate reviewers and 
superv isors. Ordinarily, such meetings 
would be held first with the Division 
Director, then with the Office Director, 
and finally with the Center Director if 
the matter is still unresolved. As noted 
in the provision on communication 
between FDA and applicants FDA will 
make every effort to grant requests for 
meetings that involve important issues 
and that can be scheduled at mutually 
convenient times. 

FDA recognizes the advantages of 
utilizing the advice of outside scientific 
experts in the dispute resolution 
process, where practical and feasible to 
do so. The final rule therefore provides 
that, in requesting a meeting with the 
agency to resolve a scientific or medical 
dispute, applicants may suggest that 
FDA seek the advice of outside experts, 
in which case FDA may. in its 
discretion, invite to the meeting one or 
more of its advisory committee members 
or other agency consultants, as 
designated by the agency. The applicant 
is also free to bring its own consultants. 
The final rule also provides that, for 
major scientific and medical policy 
issues not resolved by informal 
meetings. FDA may refer the matter to 
one of its standing advisory committees 
for its consideration and 
recommendations. Although this section 
does not provide the "right" to advisory 
committee review requested by some 
comments, FDA does intend to integrate 
outside experts more fully into the drug 
approval process. FDA believes that 
providing applicants a right to advisory 
committee review for any disputed issue 
is impractical from the standpoint of the 
potential number of controversial issues 
and the relatively infrequent number of 
advisory committee meetings. Moreover, 
utilization of outside advisory 
committees is committed to the 
discretion of the agency, and not 
properly delegated to members of the 
public. Nonetheless, by involving 
individual advisory committee members 
or consultants in the dispute resolution 
process on a more informal basis, FDA 
believes that the goal of interacting with 
the scientific community can be 
achieved without the delays, resources, 
and scheduling problems associated 
with full advisory committee 
involvements. The role of outside 
experts in the drug approval process is 
discussed more fully in the next section 
of this preamble. 


In sum. the dispute resolution 
procedures in the final rule center on 
utilizing the most appropriate 
mechanisms—be it the ombudsman, 
informal meetings with outside input, or 
referral to full advisory committees—to 
suit the needs of the particular matter 
under discussion. Thus, the final rule 
presents a more comprehensive 
approach to dispute resolution than did 
the proposal, and FDA believes these 
procedures will be useful in addressing 
the full range of issues that arise during 
the NDA review process. 

In the Federal Register of October 19. 
1962 (47 FR 46622. 46634). FDA 
announced that the appeals process 
would be implemented 30 days after 
publication, as detailed in a Staff 
Manual Guide (CDB 4820.5). That Staff 
Manual Guide extended the applicability 
of the new appeals process to the IND 
phase as well. However, in light of the 
factors discussed above, FDA is 
reevaluating the utility of that process in 
the IND phase also. The agency wrill 
announce the results of this reevaluation 
in the IND Rewrite final rule. In the 
interim. Staff Manual Guide CDB 4620.5 
is suspended, pending that reevaluation, 
and sponsors should utilize the 
procedures set forth in §314.103 of this 
final rule for disputes regarding IND’s as 
well. 

Role of Outside Experts 

105. FDA received several comments 
relating to the role of outside experts in 
the new dnig approval process. Several 
comments expressed disappointment 
that the proposal did not formally 
establish a role for outside experts in 
the routine review of applications. 

These comments, believing that 
involving outside experts would add to 
the credibility and quality of the 
decisionmaking process, urged that 
applicants be given a "right" to advisory 
committee review of 8ny marketing 
application. 

FDA agrees that the utilization of 
outside experts adds to the quality and 
credibility of the decisionmaking 
process, and FDA intends to improve 
utilization of experts from the scientific 
community during the new drug 
approval process. For example, FDA has 
centralized oversight of its human 
prescription drug advisory committees 
by establishing a separate office for this 
purpose within the Office of the Center 
Director of the Center for Drugs and 
Biologies. The agency has also begun, on 
a more regular basis, to include 
individual advisory committee members 
in meetings with applicants to discuss 
scientific issues. Tne advisory 
committee issue was not addressed in 
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the proposal because current regulations 
were seen as providing the necessary 
flexibility to accomplish these goals. 
However, in order to respond to 
comments, this preamble sets forth 
FDA's policy in this area. 

FDA solicits advice from outside 
experts who serve as either members of 
advisory committees or«as individual 
consultants. Fifteen standing public 
advisory committees provide FDA with 
advice on human prescription drugs. The 
committees correspond to the drug 
review groups in the six new drug 
evaluation divisions, and operate under 
charters subject to renewal (or 
cancellation) every 2 years, as required 
by the Federal Advisory Committee Act. 

These advisory committees are also 
subject to FDA regulations (21 CFR 
14.160-14.174). which provide for the 
committees to advise the Commissioner 
"generally" on the safety and 
effectiveness and regulatory control of 
human prescription drugs, and 
"specifically" on any particular matter 
before the agency, including whether the 
available information is adequate to 
support a determination that a particular 
drug meets the statutory standards for 
proof of safety and effectiveness 
necessary for marketing approval. High 
priority items include drugs subject to 
active IND's and pending NDA’s that 
offer potential therapeutic advances, 
that pose significant safety hazards, that 
present narrow benefit/risk 
considerations, that have novel delivery 
systems or formulations, that are the 
subject of a major scientific or public 
controversy, or that are the subject of 
special regulatory requirements, such as 
a limitation on clinical trials, a patient 
followup requirement, postmarketing 
studies, or boxed warnings. In addition, 
applicants can ask to have any relevant 
matter brought before a full committee. 

Advisory committees are used to 
bring outside experts into the new drug 
evaluation process in order to: (1) 
Supplement FDA’s in-house expertise; 
and (2) help agency staff maintain 
familiarity with current state-of-the-art 
technology by fostering a dose working 
relationship between FDA scientists and 
outside experts actively involved in the 
field. Advisory committee meetings also 
serve an important function by 
providing a public forum for discussion 
of issues. 

Advisory committees review, at FDA 
request, certain critical studies or 
critical elements of studies on drug 
products under consideration and 
labeling issues. They respond to specific 
questions posed by the agency to 
identify the adequate and well- 
controlled studies which demonstrate 
effectiveness, the seriousness of certain 


adverse effects, and whether additional 
studies or data are necessary before a 
decision can be reached. 

FDA also seeks outside advice on 
clinical research issues. For example. 
FDA developed approximately 25 
clinical guidelines with the help of its 
advisory committees and others, 
including the American Academy of 
Pediatrics' Committee on Drugs and 
consultants to the Pharmaceutical 
Manufacturers Association. The 
guidelines contain generally accepted 
principles for reaching valid conclusions 
about the safety and effectiveness of 
drugs, and they contain views of 
recognized experts about appropriate 
methods for studying specific classes of 
drugs. 

Individual advisory committee 
members have also become involved in 
the IND process by attending the "end- 
of-Phase 2" conference, where they aid 
in the planning of Phase 3 studies. This 
involvement is explicitly recognized in 
the IND Rewrite proposal (48 FR 26732). 

In addition to advisory committee 
members. FDA also employs 
representatives from the scientific 
community as special consultants or 
expert reviewers. These persons are 
called upon for advice on technical 
matters on an ad hoc basis, or are asked 
to undertake special review assignments 
In areas where the agency staff may 
lack particular expertise or available 
resources. These consultants may also 
be present at advisory committee 
meetings. 

In summary. FDA believes that the 
primary goal of the advisory committee 
(and outside consultant) system should 
be to help the agency make sound 
decisions based upon the reasoned 
application of good science, and the 
IND/NDA Rewrites reflect this goal. As 
noted earlier, the IND proposal provides 
for the inclusion of outside experts in 
"end-of-Phase 2" conferences during 
which the design of the major Phase 3 
studies is planned. In addition, as 
described in the preceding section of 
this preamble, this final rule envisions 
the participation of outside experts in 
informal meetings to resolve scientific 
and medical disputes, and provides for 
the referral by FDA, if necessary, of 
major disputes to a full advisory 
committee. 

The principal and perhaps only issue 
on which the agency disagrees with the 
comments is whether applicants should 
be permitted to utilize advisory 
committees on demand to review 
applications or resolve scientific 
disputes. FDA believes that only the 
agency is in a position to decide the 
relative importance of which issues 
advisory* committees should consider. 


Whether to refer a particular marketing 
application or scientific dispute to an 
advisory committee is partly ^resource 
issue given the limitations on time and 
scheduling that restrict the use of . 
advisory committees, and partly a 
matter of judgment, based on whether 
FDA decides that the committee is 
needed to supplement the agency's 
Internal expertise in evaluating the type 
of data under review. FDA believes 
strongly, however, that areas of 
legitimate scientific debate greatly 
benefit from the broader views that can 
be provided by an outside advisory 
committee, and that committee 
participation significantly enhances the 
scientific credibility of any decisions 
reached. Accordingly. FDA intends to 
make full use of its advisory committees 
to ensure that this result is achieved. As 
noted above, it is agency policy to 
include, as a priority for advisory 
committee review, marketing 
applications where the approval 
decision is a "close call," from either a 
safety or efficacy standpoint. This 
policy, together with an applicant's 
ability to request advisory committee 
review under 5 14.172. should provide 
applicants adequate access to advisory 
committees while still allowing the 
agency to set reasonable priorities. 

106. A number of comments 
addrressed the subject of conflict of 
interest. Several comments believed that 
current conflict-of-interest barriers 
prevent FDA from using many qualified 
outside experts and recommended that 
(1) FDA issue clear guidelines to resolve 
conflict-of-interest problems; (2) the 
Commissioner waive conflict of interest 
rules more often where a closer 
examination of the facts would show 
that the expert will be able to serve in 
an unbiased manner, and (3) FDA solicit 
a less restrictive interpretation of 
Federal conflict-of-interest statutes and 
regulations from the Department of 
Justice. Other comments expressed 
concern about FDA'a outside experts 
and asked for assurance that such 
advisors will be free of conflicts of 
interest. 

FDA’s procedures for employing 
outside experts appear in staff manual 
guides and in materials provided to 
outside experts who are employed to 
advise the agency. These procedures are 
designed to ensure that advisors' private 
interests do not conflict with their public 
responsibilities. Thus. FDA's guidelines 
with respect to conflict-of-interest issues 
ore quite clear and widely disseminated. 
Where highly qualified persons are not 
free from nongovernmental or private 
financial interests that present a conflict 
or potential conflict. FDA may appoint 


/ 








Federal Register / Vol. 50, No, 36 / Friday, February 22. 1985 / Rules and Regulations 


7483 


those individuals to serve on a 
particular committee but exclude them 
from participation in certain specific 
matters in which a real or potential 
conflict of interest exists. In addition, 
th^ Commissioner may waive FDA's 
conflict-of-interest rules in those 
instances where FDA is persuaded that 
bd outside expert can. despite a conflict 
of interest, make an impartial and 
essential contribution to FDA’s mission 
and strict application of the rules would 
frustrate the best interests of the public. 
Because of the high level of interest on 
this issue, however. FDA is reviewing its 
conflict-of-interest rules to ensure that a 
proper balance i9 struck between 
obtaining advice from those experts 
most knowledgeable in the field and 
ensuring that such advice is free from 
potential bias. 

Approval of an Application (§ 314.105) 

107. FDA received several comments 
concerning the proposed policy, stated 
in the preamble, that the agency would 
approve an application based on draft 
labeling if the only deficiencies found in 
the labeling were editiorial or otherwise 
minor in nature. Two comments 
sweated that FDA codify this policy in 
tiie final rule. Another comment 
suggested that FDA should not approve 
an application on the basis of draft 
labeling, because of the importance of 
labeling during the introduction of a 
product into the market and the 
possibility that final printed labeling 
would not conform exactly to the 
approved draft labeling. One comment 
asked how the agency intends to 
determine whether appropriate changes 
have been made in final printed labeling 
after the agency has approved an 
application on the condition that 
deficiencies in draft labeling are 
corrected before marketing. 

FDA has concluded that it should 
approve an application before 
submission of final labeling if the 
agency determines that only editorial or 
similar minor deficiencies exist in the 
draft labeling, and the final rule has 
been so revised. This change in practice 
should expedite drug approvals without 
compromising the safety or efficacy of 
drugs. As described elsewhere in this 
preamble, when FDA anticipates 
approving an application based on draft 
labeling, the agency will request a final 
wfety update report under 
i 3M.50(d)(5)(vii)(6) to ensure that the 
approval is based on the most up-to- 
date safety information available. When 
an application is approved under this 
provision, the approval letter will detail 
Jr e specific changes required in the 
labeling and state that approval of the 
implication is conditioned upon 


incorporating those changes exactly as 
directed. The approval letter will also 
require applicants to submit to FDA a 
copy of the final printed labeling prior to 
marketing. Although applicants will not 
have to wait for prior approval of the 
final printed labeling, this procedure will 
enable FDA to ensure that the final 
labeling conforms to the conditions of 
the approval. 

108. One comment urged that FDA 
revise the final rule to state that 
approval of an application not be 
dependent upon the availability of the 
summary basis of approval. 

FDA disagrees with this comment. An 
SBA is prepared for all original 
applications and supplemental 
applications for a new use or a 
substantially different dosage. The SBA 
is prepared by the supervisory medical 
officer (group leader) within the 
reviewing division and becomes part of 
the final approval recommendation 
forwarded to the Division Director and 
the Director of the Office of Research 
and Review or the Office of Biologies 
Research and Review. Because FDA 
supervisors may rely, in part, upon the 
SBA in determining whether to approve 
a drug, the agency believes that the SBA 
needs to be prepared before an 
application is approved. FDA notes, 
however, that approval of the 
application may be based on a draft 
SBA and precede completion of the final 
version of that document. 

109. One comment, who agreed that 
FDA must exercise flexibility when 
applying approval standards to different 
kinds of drugs, argued that FDA must be 
even handed when applying the 
standards within a class of drugs. 

FDA agrees generally that 
applications for similar drugs should be 
handled in the same manner. 
Nevertheless, applications for new 
members of an established class of 
drugs should take into account 
experience gained with that class, as 
FDA will take such information into 
account in making approval decisions. 
This may involve, for example, more 
detailed safety data if marketing 
experience with the class has revealed 
special safety concerns. 

Foreign Data (§ 314.106) 

110. FDA received a number of 
comments on the proposed provision 
setting forth conditions for approving an 
application based solely on foreign data. 
In the past, FDA’s policy has been, with 
rare exceptions, to require some U.S. 
data (in the form of adequate and well- 
controlled studies] before approving a 
new drug for marketing. Nevertheless, 
while requiring the inclusion of U.S. 
data in applications. FDA has also relied 


increasingly upon foreign data in its 
approval decisions, consistent with the 
increasing quality and quantity of 
research performed in other countries. 
Based upon this experience with foreign 
data, the agency, like the medical 
community in general, has come to 
recognize the very high quality of drug 
testing that has emerged from a number 
of foreign research institutions. 

The proposal built on this experience 
and sought to balance the ability to 
place increased reliance on foreign data 
with appropriate safeguard designed to 
ensure the quality of those data. The 
proposal removed the “presumption” in 
current policy that U.S. data would be 
required and replaced this with the 
principle that FDA’s foremost 
consideration would be the quality of 
the data submitted, regardless of the 
country of origin. Thus, the proposal 
presupposed that some foreign studies 
are of comparable quality to U.S. data 
such that repeating the studies in this 
country would be neither scientifically 
necessary nor in the public interest. 

At the same time, however, the 
proposal recognized that foreign data do 
present three unique problems not 
associated with domestic data. These 
involve (1) medical, genetic, and cultural 
differences between countries; (2) lack 
of FDA’s familiarity with many foreign 
clinical investigators and facilities; and 
(3) FDA’s inability to conduct on-site 
verification of many foreign studies. To 
meet these concerns, the proposal 
specified that three criteria mu9t be met 
before the agency could approve a new 
drug based solely on foreign data. These 
three criteria were (1) that the foreign 
data were applicable to the U.S. 
population and U.S. medical practice; (2) 
that the studies had been performed by 
clinical investigators of recognized 
competence, and (3) that the data could 
be considered valid without the need for 
an on-site inspection by FDA or. if FDA 
considered such an inspection to be 
necessary, that FDA would be able to 
validate the data through on-site 
inspection or other appropriate means. 

Thus, the proposal was cast so as to 
convey both a more open attitude on the 
part of FDA to consider the merits of 
foreign data in their own right, but also 
to safeguard the public health by 
imposing rigorous criteria that must be 
met before approval based on those 
data could be granted. In this way, the 
proposal sought to focus attention on the 
scientific merit of the data rather than 
on unnecessarily rigid rules regarding 
domestic data requirements. 

111. The major concern raised by 
comments was the possibility that 
FDA’s proposed policy could result in 
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lower quality drugs being approved 
based on foreign studies. For example, 
one comment suggested that foreign 
studies may not meet U.S. standards 
because foreign research is less 
concerned with peer review and 
institutional review boards, features less 
vigorous controls and lower reporting of 
adverse drug experiences, and. unlike 
studies in this country, is not publicly 
reviewed in the current U.S. medical 
literature. Several comments believed 
that the policy should besirafted more 
narrowly so as to apply only to major 
medical breakthroughs. Opponents of 
the foreign data policy also cited the 
recommendation of the Commission on 
the Federal Drug Approval Process that 
suggested that some U.S. clincial 
experience be required before approving 
a new drug in this country. 

FDA has reviewed these comments in 
detail, but has concluded that the 
arguments raised do not warrant any 
change tn the proposed regulation. The 
essence of the comments was a concern 
that the three safeguards would be 
insufficient to ensure the quality of 
drugs approved solely on the basis of 
foreign data. FDA does not believe that 
this concern is valid. The criteria 
contained in the regulation are rigorous, 
and the agency intends to apply them 
with the utmost regard for the public 
health. The rationale for these criteria is 
discussed at length in the preamble to 
the proposed regulation (47 FR 46643- 
46544; October 19,1082). The agency 
believes that if the foreign data are 
applicable to the U.S. population and 
U.S. medical practice, if the studies are 
performed by recognized, competent 
investigators, and if there are no 
concerns over the validity of the data, 
then there is no justifiable public health 
reason not to approve the drug on the 
basis of the data. In this regard, the 
agency notes that comments did not 
suggest inclusion of additional 
safeguards that, in their minds, would 
ensure the quality of a drug based solely 
on foreign data. 

As noted in the preamble to the 
proposed regulations, the agency does 
agree with comments that the nature of 
the drug should be taken into account in 
applying this policy, and that drugs 
representing major medical 
breakthroughs would be among those at 
the upper end of the spectrum. Other 
drugs falling into this category would be 
those for diseases that are uncommon in 
the United States (e.g.. tropical diseases 
and orphan drugs), and drugs on %vhich 
decisionmaking is less difficult from a 
riskbenefit point of view (e.g., topical 
products). However, the agency does not 
believe that the policy should be applied 


exclusively to these types of drugs; 
rather, any drug meeting the criteria 
should be included. 

Finally. FDA does not agree with the 
recommendation of the Commission on 
the Federal Drug Approval Process that 
at least some U.S. experience with a 
drug be required before it is approved 
for marketing in this country. Under the 
Commission's recommendation, such 
U.S. experience could be in the form of 
uncontrolled trials where clinicians 
administer the drug to patients in 
settings closely resembling normal 
clinical practice. The agency believes 
that the Commission's emphasis on 
uncontrolled trials tn this context is 
misplaced. First, as described above. 
FDA believes that the three criteria in 
the regulation adequately ensure the 
safety and effectiveness of new drugs 
prior to marketing and that, in those 
situations, uncontrolled trials would not 
add significantly to the body of data 
supporting approval. Second, when the 
regulation’s criteria are not met, FDA 
does not believe that the mere inclusion 
of U.S. experience in the form of an 
uncontrolled trial would be sufficient to 
meet the test for marketing approval. 
(See 47 FR 46644.) 

112. Several comments supported 
FDA’s proposal to accept foreign data as 
the sole basis for approval of an 
application because it recognizes the 
International nature of clinical research 
and brings FDA into line with other 
countries that accept data based 
exclusively on scientific merit Some 
comments, however, suggested that 
because FDA has inadequate resources 
and funding to monitor the validity of 
foreign research and to make on-site 
inspections. FDA should require more 
extensive documentation of foreign 
studies than of domestic studies, 
including the submission of all case 
report forms from each foreign study. 

FDA agrees that foreign studies 
forming the sole basis for approval may 
require more extensive documentation 
than domestic studies, but the agency 
believes that the regulations are already 
flexible enough to accommodate this 
need. As discussed elsewhere in this 
preamble, the provisions for submission 
of summaries, analyses, data 
tabulations, and certain case report 
forms should be adequate for FDA’s 
initial review of foreign clinical studies, 
and FDA will have additional access to 
data and information, including case 
report forms, if these are needed. In 
addition, as noted above. FDA may 
request full case reports from the most 
critical studies, and this would include 
foreign studies as well. 


113. Several comments argued 
generally that the proposed poliev was 
too restrictive. The only specific 
comments on this point concerned 
FDA's Intention to consider the 
international reputation, publication 
experience, participation in meetings, 
and other factors relating to the 
competence of foreign Investigators. 
One comment found these tests to be 
inappropriate, arguing that they are not 
applied to domestic investigators. 
Another comment that agreed with the 
standards urged that FDA establish a 
mechanism for collecting biographical 
information to assess the competence of 
foreign investigators so that individual 
applicants did not have to. 

As noted above. FDA believes that 
the regulation's three criteria, including 
the requirement for the clinical 
investigators to be of recognized 
competence, are necessary to safeguard 
the safety and effectiveness of any 
drugs so approved. Although the review 
of clinical investigators' competence is 
highlighted in the foreign data policy, 
that review is not unique to foreign 
studies. FDA reviews the qualifications 
of all clinical investigators, but such a 
review is more easily conducted with 
respect to domestic investigators 
because FDA is generally familiar with 
them and their institutions. Indeed, FDA 
has refused to rely cm data compiled by 
domestic investigators who are found to 
be unreliable. A review of the 
competence of foreign investigators is 
therefore also necessary, and FDA 
believes it appropriate to require the 
applicant to submit the necessary' 
documentation. FDA believes that this 
approach will be more practical and 
efficient than relying on an FDA- 
compiled biographical library of foreign 
clinical investigators, which may be 
incomplete, out-of-date, or otherwise 
insufficient. 

114. Two comments objected to the 
foreign data policy because it may 
encourage applicants to conduct more 
testing abroad. According to these 
comments, such ’’export of testing" 
would have adverse consequences for 
the United States both economically and 
scientifically. 

Although FDA recognizes there is 
some merit in the concerns raised by 
these comments, the agency* does not 
believe it justifiable to impose domestic 
testing requirements solely for trade 
restriction purposes, particularly when 
such requirements might produce an 
adverse effect on the public health 
through the delay of approval of new 
drugs. Moreover. FDA believes that 
there are two factors mitigating against 
the concerns raised by these comments 
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First, in the IND Rewrite, the agency has 
proposed to give sponsors greater 
freedom to conduct the early phases of 
clinical research, in part due to 
complaints that U.S. regulatory 
requirements ore too strict and are 
causing U.S. companies to conduct more 
and more research abroad Thus, the 
purported incentive for moving research 
abroad is being addressed. Second, as 
discussed in the preamble to the NDA 
Rewrite proposal, the agency believes 
that even with the new foreign data 
policy, most applications will continue 
to contain some U.S. data. This is due, in 
part, to the high quality of U.S. clinical 
investigators as well as to the view that 
having some domestic physicians 
familiar with a new drug once it is 
approved enhances its prospects in the 
marketplace. 

115.-116. One comment asked that 
FDA hold a presubmission meeting at 
which an applicant can present to FDA 
its proposal to rely upon foreign data. 
Another comment suggested that the 
agency's appeals process should be 
available to applicants if FDA refuses to 
accept foreign data, and that FDA 
should raise issues regarding the quality 
or acceptability of foreign data before 
the relevant standing advisory 
committee. 

The final regulation, like the proposal, 
specifically encourages applicants to 
meet with the agency to discuss their 
plans to submit applications that rely 
solely upon foreign data. It should be 
understood, however, that the adequacy 
of the data cannot always be assessed 
prior to a detailed review, and the 
review can occur only after the 
application is submitted. The dispute 
resolution procedures described in the 
final rule would be applicable to foreign 
data issues, and this would include 
referral of those issues, at FDA's option, 
to an advisory committee. 

117. Several comments argued that 
IDA should be required to accept 
foreign data unless the agency can 
demonstrate that the data should not be 
accepted for some valid scientific or 
medical reason. These comments also 
urged that the final rule require FDA to 
explain in writing its refusal to accept 
foreign data to ensure that duplicative 
Jcmestic studies would not be required 
except for good reason. 

H3A disagrees with these comments 
to the extent that they suggest that the 
burden of proof should be on the agency 
to show why foreign data are 
inadequate. Rather, the final rule, like 
*he proposal, places the burden on the 
applicant to demonstrate to the agency's 
satisfaction that the foreign data are 
sufficient, by themselves, for approval. 
The agency emphasizes that there are 


no hidden criteria for evaluating the 
acceptability of foreign data. FDA will 
approve an application that relies upon 
foreign data unless one of the grounds 
identified in the statute or regulations 
for refusing to approve an application 
applies. If the agency concludes that the 
application is not approvable, it will 
give the applicant the basis for the 
conclusion in a deficiency letter or a not 
approvable letter and. if the applicant 
wishes, in a notice of opportunity for 
hearing. Thus, a mechanism already 
exists under which FDA will explain to 
the applicant. In writing, its reasons for 
refusing to approve an application based 
solely on foreign data. 

Approvable and Not Approvable Letters 
(§§ 314.110 and 314.120) 

118. One comment understood an 
approvable letter to mean that, except 
for matters specifically identified in it, 
the information already submitted in the 
application is acceptable and will not be 
further reviewed, and. except for safety 
update reports, no more information will 
be required before approval. Another 
comment suggested that an applicant's 
unconditional agreement to comply with 
conditions in an approvable letter 
should be sufficient for the agency to 
approve the application immediately, 
and that no extension of the review 
period or additional submission should 
be needed. 

FDA agrees that an approvable letter 
means that FDA, at the time the letter 
issues, intends to approve the 
application if the applicant submits the 
requested data or information. 
Nevertheless, the issuance of an 
approvable letter does not preclude FDA 
from reexamining any part of the 
application in light of the applicant's 
response to the Tetter, or any other data 
or information before the agency 
bearing on the application. Although 
applicants have long argued that FT)A 
should not re-review parts of an 
application that it has once determined 
are acceptable (and FDA agrees that in 
most cases another review is 
unwarranted), the agency considers all 
parts of an application to market a new 
drug to be interrelated, so that a change 
In one port may afreet other parts of the 
application. Thus. FDA will continue to 
consider the impact of new submissions 
on other sections of the application. 

With respect to the second comment, 
except in the situation where the only 
changes to be made are editorial or 
affect minor aspects of the draft 
labeling. FDA believes that responses to 
approvable letters must be reviewed by 
FDA prior to final approval of the 
application because the information 


submitted could affect the safety or 
effectiveness of the drug. 

119. Several comments argued that 10 
days is inadequate time for an applicant 
to respond to an approvable or not 
approvable letter and that an applicant 
should have at lea9t 30 days from the 
date of receipt of the letter, with an 
opportunity for extensions of time for 
good cause. According to these 
comments, in many cases the applicant 
must gather a number of experts in 
several disciplines together to consider 
FDA's letter, recommend a course of 
action to management, and obtain a 
management decision on it. 

FDA does not believe that the 10-day 
period for a response to an approvable 
or not approvable letter will necessarily 
be insufficient for applicants to 
determine whether they will seek to 
amend an application, or request that 
the agency issue a notice of opportunity 
for hearing. In some cases, applicants 
may have enough information regarding 
the status of their applications prior to 
receipt of the action letter to know 
whether anticipated deficiencies are 
amenable to remedial action by the firm, 
or whether they are so great as to 
require pursuit of an administrative 
hearing. More importantly, however, the 
primary purpose in revising this section 
of the regulations was to provide for 
agency action within the 180-day time 
frame specified by the act. In meeting its 
obligations to reach a decision within 
the statutory period, the agency has 
undertaken to observe strict time limits 
in the review of new drug applications. 
As meeting the statutory period will 
necessitate industry responses to 
agency action, reasonably strict time 
limits are appropriately applied to 
industry as well. 

Nonetheless, the agency recognizes 
that in many cases applicants may find 
10 days inadequate to respond to an 
approvable or not approvable letter. For 
example, the applicant may wish to 
delay such a decision until after it has 
had an opportunity to meet with FDA 
officials in an "end-of-review 
conference." as provided in § 314.102(d). 
Thus. FDA has amended the regulations 
to permit applicants to respond by 
agreeing to an extension of the approval 
time, as provided under section 505(c) of 
the act. Moreover, the regulation makes 
clear that FDA will honor any 
reasonable request for such an 
extension. The 10-day provision, 
therefore, should not create any undue 
hardship on applicants. This resolution 
of the issue presented by the comments 
accommodates both the comments' 
concern and the agency's need to adhere 
to the 180-day period provided for by 
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statute. The agency considered 
shortening the time necessary to prepare 
a notice of opportunity for hearing to 
accommodate a longer period for an 
applicant’s response to an action letter, 
but has determined that it is 
impracticable to shorten the period in 
which a notice of opportunity for 
hearing can be prepared to less than 50 
days. 

120. Several comments objected to the 
automatic 45-day extension of the 
review period when an applicant 
decides to file an amendment in 
response to an approvable letter. Two 
comments suggested n provision 
permitting extensions of “up to” 45 days, 
while two other comments suggested 
that 30 days it appropriate. Another 
comment suggested that the agency 
should advise the applicant in writing 
about what the time will be. but that it 
should be no more than 45 days. 

FDA selected 45 days as the 
maximum time for FDA action on the 
applicant’s response to an approvable 
letter because it believes it will 
generally take that long to review the 
applicant’s response, prepare an 
approval letter recommendation, and 
issue the approval. If that process is 
completed sooner, the approval letter 
will issue in less than 45 days. The 
agency believes, however, that a 
significant number of applications 
would fail to meet the 30Ki*y time 
period suggested by the comments and. 
thus, the agency has not adopted it. In 
addition. FDA believes that the 
requested change would distract 
reviews from evaluating the submission 
by requiring them to decide on a feasible 
extension shorter than 45 days, and thus 
w r ould be more likely to disrupt the 
review process than to benefit 
applicants. 

Refusal To Approve an Application 
(§314.125) 

121. Noting that the first six reasons 
for refusing to approve an application 
rephrase the statutory grounds in 
section 505(d) of the act. one comment 
argued that the agency failed to assert a 
legal basis for the remaining eight 
reasons and that, accordingly, those 
eight reasons should be deleted. 

FDA does not agree. The agency 
views each of the grounds stated io be 
within the scope of section 505(d) of the 
act. Each of the grounds asserted, both 
those stated explicitly In section 505(d) 
of the act and those not reflect FDA’s 
authority to prohibit marketing of drug 
products that do not comply with 
regulatory standards that marketed 
drugs be safe, effective, and properly 
labeled. FDA would view as 
unreasonable a requirement that, for a 


ground not specifically listed in section 
505(d) of the act but included in 
i 314.125, it must approve such a 
product and immediately take action 
against it under some other section of 
the act Rather. FDA views it as a 
reasonable exercise of its rulemaking 
authority to include within the reasons 
for refusing to approve an application 
under section 505(d) of the act reasons 
consistent with the agency’s authority to 
establish marketing requirements for. or 
withdraw approval of. new drugs. 
Moreover. FDA believes that the list of 
additional grounds in the regulations 
will give applicants more specific notice 
of the kinds of grounds on which the 
agency will refuse to approve 
applications. 

122, One comment objected to FDA 
removing the characteristics of an 
adequate and well-controlled study from 
this part of the current regulation, 
fearing that it suggested a predisposition 
of FDA not to involve qualified experts 
in the evaluation of clinical 
investigations to determine whether 
substantial evidence of effectiveness 
exists. 

FDA disagrees and concludes that 
changing the location in the regulation 
of the provision in question will have no 
substantive effect on the agency's 
refusal to approve an application for a 
lack of substantial evidence of 
effectiveness, nor will it affect the role 
of experts in the review process. The 
regulation retains almost verbatim the 
grounds died in the act for refusal to 
approve an application because of a 
lack of substantial evidence of 
effectiveness. The discussion of the 
characteristics of adequate and well- 
controlled studies, although placed in a 
separate section and somewhat revised 
in language, is still comprehensive in 
nature and can be cited by the agency in 
any decision not to approve an 
application. 

123. One comment urged FDA to 
exempt minor deviations in proposed 
labeling when determining whether it 
complies with the requirements for 
labels and labeling in 21 CPR Part 201. 
Other comments objected to the 
suggestion that bioavailabiUty or 
bioequivalence data are intended to 
show that a drug is safe or effective, 
while one comment asked FDA to retain 
the wording from the current role under 
which approval may be refused if the 
data in the application do not meet the 
requirements in 21 CFR Part 32a One 
comment stated that it is unnecessary to 
include the provision for refusal to 
approve an application if a deficiency 
noted in a refuse I-to-file letter had not 
been corrected. Finally, one comment 
objected to FDA's assertion that it can 


refuse to approve an application if the 
applicant does not permit an FDA 
investigator to Inspect the facilities, 
controls, and any records relevant to the 
application. The comment contended 
that that provision goes well beyond 
FpA's inspection^ authority' in section 
704(a) of the act (21 U.S.C. 374(a)). 

Although FDA has reaffirmed its 
policy to approve an application if 
editorial or similar minor changes in 
draft labeling will be made in the fina! 
printed labeling. FDA cannot sanction 
deviations from the standards in Part 
201 that would cause the drug to be 
misbranded. The agency agrees that the 
current wording under which FDA may 
refuse to approve an application if 
bioavailability and bioequivalence data 
do not meet the requirements in Part 320 
is more informative than the proposed 
wording and the agency has revised the 
regulation to retain it. Because an 
applicant can file an incomplete 
application over protest. FDA sees a 
need to retain the provision permitting 
the agency to refuse to approve an 
incomplete application. Finally, FDA is 
obligated to refuse to approve an 
application if it believes (in the absence 
of an inspection that would demonstrate 
otherwise) that the facilities and 
controls are inadequate or the 
information in the application based «m 
records holds by the applicant is 
insufficient to determine that the drug is 
safe or effective. An inspection under 
this provision derives from section 505 
of the act and the result of an inspection 
refusal is the possibility that the agenry 
will not hove adequate information to 
approve the application. The agency 
notes that although it has suggested it 
would refuse to consider a particular 
study if records of the study could not 
be inspected, it does not take the 
position that it will reject an entire 
application solely because a part of the 
records could not be inspected (so long 
as they were not considered essential lo 
the approval). 

Adequate and Well-Controlled Studies 
(§314.126) 

124. Several comments objected to 
FDA’s statement that the characteristic* 
set forth in its regulations are recognized 
by the scientific community as the 
“essentials'* of an adequate and well 
controlled study. Comments suggested 
that the listed characteristics do not 
uniquely define such a study. A study 
may. according to comments, include an 
additional characteristic or lack one or 
more of the listed characteristics and 
still be adequate and well-controlled 
For example, one commexfi suggested 
that the characteristics of an adequate 
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and well-controlled study should 
include an explanation of the difference 
between the study's objectives and its 
results so that deviations from the 
ordinal objectives can be justified, 
while other comments urged that the 
characteristics should not include the 
method of selection of subjects, the 
method of assigning subjects to 
treatment groups, the measures taken to 
minimise bias on the port of analysts of 
the data, the method of assessment of 
subjects' responses, or an assessment of 
a study's ability to detect more than a 
“clinically significant" difference 
between treatments. Another comment 
suggested that study characteristics 
should appear in a guideline instead of a 
regulation. That change, according to the 
comment, would recognize that 
appropriate alternative characteristics 
exist, and would provide clinical 
investigators and sponsors with 
flexibility to adopt them without first 
obtaining a waiver. 

FDA has long considered the 
characteristics listed in the regulation as 
the essentials of an adequate and well- 
controlled study, and the proposal 
modified these characteristics only 
slightly. In general, the regulation on 
adequate and well-controlled studies 
has two overall objectives: (1) To allow 
the agency to assess methods fo,* 
minimizing bias: and (2) to assure a 
sufficiently detailed description of the 
study to allow scientific assessment and 
interpretation of it. Many of the 
characteristics identified in the 
regulation are relevant to the second 
objective (rather than the first, as 
implied by the comments) and are 
needed by the agency to conduct a 
proper review of the study. Thus, FDA is 
not persuaded that these types of 
changes in the regulation are now 
wan anted. The agency emphasizes, 
however, that it applies the regulation 
with judgment, not as a check list. A 
seif mifinally acceptable study is not 
rejected because of minor technical 
deficiencies if it is apparent that the 
study is basically sound. Moreover, the 
regulation permits applicants to seek a 
waiver of individual requirements with 
respect to investigations. 

125. Several comments were 
concerned that the agency's reordering 
of the types of controls that may be 
applied in a study was intended to 
establish a preferential order for the 
types of studies supporting an 
application. One comment said that 
because the proposal listed placebo 
ujneurrent control first, it implied that 
w.h a study is preferred over, for 
instance, a study using a historical 
control that was listed last. Several 


comments objected to this implied 
preferential order of studies because it 
would encourage researchers to adopt 
one type of study over another based on 
FDA's views, instead of considerations 
about the treatment of patients. These 
comments recommended that the final 
rule should clearly state that no study 
method is preferred over another. 

Although the final rule lists the types 
of controlled studies in a different order 
than in the current regulation, the 
reordering does not mean that FDA 
considers one type of control to be 
necessarily preferred over another. The 
reordering is intended simply to reflect 
FDA's experience that some types of 
studies (e g., platebo-controlled studies) 
arc often easier to interpret than other 
kinds of studies (e.g., those using a 
historical control). Thus. FDA has listed 
the types of controls in descending order 
roughly in accordance with the ease of 
interpretation. (For this reason, the 
dose-comparison concurrent control has 
been moved to second on this list, rather 
than fourth.) FDA recognizes, however, 
that ethical and practical considerations 
will play a central role in the type of 
study selected, a decision that will 
ordinarily depend upon the type and 
seriousness of the disease being treated, 
availability of alternative therapies, and 
the nature of the drug and the patient 
population. In each case, applicants 
must choose the particular type of study 
they will use based on ethical, scientific, 
and practical reasons. So long as these 
judgments ore justifiable, and the 
studies are properly designed, the 
approvability of an application will not 
be affected. Thus, the regulation lists 
five different kinds of controls that are 
acceptable: it does not state a 
perference for one kind over another. 

126. Two comments suggested that the 
final rule distinguished between 
therapeutic and diagnostic’new drugs in 
determining the appropriate features of 
an adequate and well-controlled study 
of the drug. For example, according to 
thes comments, a placebo concurrent 
control study would neve be indicated 
for diagnostic products, such as 
radiopharmaceutical and contrast media 
that are intended to bava no 
physiological or therapeutic effect. One 
comment suggested that current 
regulations be modified to recognized 
more dearly this distinction. 

FDA agrees that there are good 
reasons for using different study designs 
in particular situations, and the agency 
believes that the regulation is 
sufffdently flexible to accommodate the 
needs of applicants in this respect. As a 
matter of past practice, the agency has 
approved products whose safety and 


effectiveness were established using 
each of the controls listed in the 
regulation. However, because of the 
many situations involved, the agency 
believes it is neither necessary nor 
feasible to describe them spedfically In 
the regulation. 

127. One comment urged that the 
standard for obtaining a waiver from the 
adequate and well-controlled study 
criteria should be changed to require a 
statement of why a particular criterion 
need not be applied to the particular 
clinical investigation "in view of other 
factors." instead of a statement of why 
the criteria are not "reasonably 
applicable." 

FDA disagrees with the comment and 
has retained the current wording In the 
final rule. The act states that adequate 
and well-controlled studies are needed 
to demonstrate the effectiveness of drug 
products. The agency's regulation 
describing the characteristics of 
adequate and well-controlled studies, 
which is modified only slightly in this 
final rule, has served satisfactorily as a 
basis for approvals over time and. as 
discussed above, contains the essential 
elements of such studies. Thus FDA 
concludes that a nan*ow waiver 
provision that requires well-justified 
bases for an exemption should be 
retained. 

128. FDA has, on its own initiative, 
made the following changes in the final 
rule describing adequate and well- 
controlled studies. 

First. FDA proposed to delete the 
current requirement that the method of 
analysis be included in the plan or 
protocol of a study. The rationale for 
this proposed change was that, although 
having the method of analysis in the 
plan or protocol has been listed as a 
characteristic of an adequate and well- 
controlled study, many protocols, 
especially those deSloped years ago, 
lacked this characteristic. While FDA 
does not believe the omission of this 
information means a study is not well- 
controlled. there is no doubt that the 
development of a tentative plan for 
analysis: (a) Minimizes the potential for 
analyst bias, and (b) helps focus 
attention on whether it is practical to 
collect the data and whether variables 
to be obtained are analyzable. 
Accordingly, the final rule encourages 
inclusion of such a plan for analysis in 
the protocol but permits, as an 
alternative, the study report to include a 
description of how the analysis was 
selected. 

Second, at a number of points the 
regulation has been modified to address 
potential problems associated with 
multiple or interim data analyses. These 
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do not render a study less than well- 
controlled, but they must be described 
and reflected in the analysis. 

Finally, FDA has modified the 
description of the active treatment 
concurrent control. This is because a 
demonstration of effectiveness by 
means of showing similarity of the test 
drug to an active control is an indirect 
demonstration of effectiveness (the 
active control treatment serving as an 
intermediary in a comparison between 
the test drug and placebo). Under this 
study design, similarity of test drug and 
active control drug con mean either that 
both drugs were effective or that neither 
was effective. Thus, the agency has 
added a requirement that the analysis of 
the study provide an explanation of why 
the active control drug should be 
considered to have been effective in the 
completed study, for example, by 
reference to results in previous piacebo- 
controlted studies of the active control 
drug. 

Withdrawal of Approval of an 
Application (§ 314. ISO) 

129. One comment suggested that the 
final rule provide that if FDA found a 
study to be adequate and well- 
controlled when it approved the 
application, that conclusion should 
remain unchanged even if FDA later 
adopted new standards under which the 
study would not be considered adequate 
and well-controlled. The conclusion 
would thus preclude withdrawal of the 
drug’s approval upon the basis of new 
information and an FDA determination 
that there is a lack of substantial 
evidence from adequate and well- 
controlled investigations that the drug is 
effective. 

FDA disagrees with the comment. The 
factors leading to a determination of 
what is an adequate and well-controlled 
study, which is the basis for determining 
drug efficacy, may, a} the comment 
recognizes, evolve. FDA has an 
obligation to judge a drug's effectiveness 
by contemporary scientific standards. If 
those standards change to the extent 
that it is questionable whether a drug 
can be regarded as having been shown 
to be effective. FDA may under the act 
appropriately review the drug's status. 

Adulteration and Misbranding of an 
Approved Drug (§314.170) 

130. One comment supported FDA's 
proposed clarification of the relationship 
between the new drug and antibiotic 
approval provisions of the act and the 
adulteration and misbranding 
provisions. In contrast, several 
comments urged that this section be 
deleted, believing that the only lawful 
procedure for dealing with adulterated 


or misbranded approved new drugs is 
by withdrawal of approval of the 
application. 

FDA has retained this provision in the 
final rule. The comments that opposed it 
submitted no persuasive argument that 
FDA is incorrect in its position that the 
new drug provisions do not insulate 
approved drugs and antibiotics from the 
general adulteration and misbranding 
provisions of the act. As FDA has 
previously noted, the statutory scheme 
contemplates FDA's application of the 
adulteration and misbranding standards 
to all drugs, irrespective of whether 
those drugs have been subject to the 
premarket approval requirements of the 
act. 

Hearing Procedures for New Drugs 
(Subpart D) 

131. FDA agrees with one comment 
that objected to a change in the hearing 
procedure to remove the requirement 
that the Director of the Center for Drugs 
and Biologies serve a proposed order to, 
and provide for a response from, a 
person who submits required data or 
information and requests a hearing 
following a general or specific notice of 
an opportunity for hearing. The final 
rule retains the current requirement. 

Administrative Procedures For 
Antibiotics (Subpart E) 

132. One comment suggested that the 
procedure for issuing antibiotic 
regulations should be revised to make it 
as consistent as possible with the 
approval procedure for new drugs and 
to expedite the petitioning, rulemaking, 
and hearing process required under 
section 507(0 of the act (21 U.S.C. 357(0) 
when FDA refuses to approve a new 
antibiotic* 

FDA believes it has already taken 
adequate steps to conform the 
administrative procedures that apply to 
refusals to approve (or withdrawals of 
approval oO antibiotics and new drugs. 
The procedures for withdrawing 
approval of an NDA apply to approved 
antibiotics (which are now all exempt 
from certification requirements under 
$ 433.1 (21 CFR 433.1)). A full discussion 
of the regulatory process applicable to 
antibiotic drugs maybe found in the final 
rule exempting antibiotic drugs from 
certification (47 FR 39155; September 7, 
1982) and in the proposed rule preceding 
that action (47 FR 19954; May 7.1982). 
Because the potential exists for a 
manufacturer to apply voluntarily for 
batch certification of an antibiotic drug 
or for FDA to revoke the exemption from 
batch certification requirements granted 
to a drug, this final rule retains those 
provisions necessary for certification of 
an antibiotic drug, if necessary. In the 


case of refusals to approve an antibiotic 
application, while the statutorily based 
regulatory scheme for the publication of 
monographs has been retained, the 
procedures preceding the refusal to 
approve are. as a practical matter, the 
same as those employed in a refusal to 
approve a nonantibiotic application. 

Miscellaneous Provisions 

133. Imports § 314.410(a). Although 

several comments supported the 
agency's proposal to permit an 
individual to bring into the United 
States a reasonable quantity of an 
unapproved drug product that is 
intended only for personal use, several 
comments argued that the proposal was 
illegal and would expand illegal trade in 
unapproved drugs in this country. These 
comments were especially concerned 
about what they believed would 
constitute FDA’s sanctioning of the 
commercialization of drugs generally 
regarded by the medical community ns 
being useless. One comment suggested 
that legislation would be needed to 
make this change. Another comment 
suggested that FDA would find it 
difficult to monitor and regulate this 
exemption. ^ 

The proposal was intended to state 
the agency's discretionary enforcement 
policy that it can apply to accommodate 
the health needs of individuals entering 
the United States with personal supplies 
of unapproved drugs. Upon 
reevaluation, however, FDA finds that 
policy related to enforcement discretion 
is better stated in a compliance policy 
guide. Accordingly, this provision has 
been deleted from the final rule. 

134. Exports (§ 314.410(b)). One 
comment suggested that FDA seek 
legislative changes to permit the export 
of new drug substances and products 
under the saint? conditions that apply to 
the export of antibiotics. Others 
suggested that, even without legislation, 
FDA could permit the export of 
unapproved drug products and of bulk 
substances which ore not covered by an 
approved application for a drug product. 
Another comment stated that the current 
restrictions on exports of unapproved 
new drugs discourage the manufacture 
of human drugs in the United States 
before approval for marketing in this 
country. According to this comment, 
because U.S. approval often occurs after 
foreign approval, these restrictions 
require that foreign facilities be built to 
supply foreign markets, resulting in a 
significant loss of domestic jobs. 

Although FDA recognizes the 
practical impact of current restriction* 
on the export of unapproved new drug 
products and bulk new drug substances, 
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FDA believes that it is obligated to 
reject the comments recommending 
changes in the final rule. The definition 
of ’interstate commerce** in section 
201(b)(1) of the act (21 U.S.G 321(b)(1)). 
when read together with the 
prohibitions on interstate shipment of 
ur approved new drugs in sections 301(d) 
and 505(a) (21 U.S.C. 331(d) and 355(a)), 
prohibit the exportation of an 
unapproved new drug. Section 801(d) of 
the act (21 U.S.C. 381(d)). which grants 
an exemption from the adulteration and 
misbranding sections of the act for 
export purposes, does not grant a 
similar exemption from the new drug 
provisions. Therefore. FDA has 
interpreted the act as reflecting a 
Congressional intent that unapproved 
new drugs not be exported, though it 
has, in the past, supported modification 
of the statutory export provisions (see, 
for example, proposed section 135 of the 
Drug Regulation Reform Act of 1978). 

135. One comment, believing that the 
exporter of a drug substance might have 
no relationship with the domestic 
marketer of an approved product, 
expressed concern that the proposal to 
broaden the rules on exporting a drug 
substance could result in exports of a 
drug substance unsuitable for use in an 
approved product. Thus, the comment 
recommended that that provision be 
limited to manufacturers of approved 
drug products or exporters of bulk 
substances that have filed drug master 
files with the agency covering the 
manufacturing operations and 
specifications for the drug substance. 
Another comment suggested that this 
proposal was inconsistent with 
i 201.122(c) of FDA's labeling 
regulations. 

Because FDA believes the first 
comment misunderstood this provision, 
the agency has revised the final rule to 
clarify it. The statutory scheme provides 
that a new drug substance can be 
exported only if it is the subject of an 
approved application. Through this new 
regulation. FDA is interpreting the 
application approval to extend to a 
supplier of a new drug substance under 
that approved application. Currently, 
only the applicant who holds the 
approved application may export the 
drug substance that is used In the 
manufacture of the approved drug 
product, whether or not the applicant is 
itself the manufacturer of the drug 
substance. The final rule extends to the 
Person (and only to that person or 
persons) who is identified in on 
approved application as the source of 
the drug substance, but is not itself the 
applicant, permission to export the drug 
substance, if the substance meets the 


specifications in the approved 
application. Thus, FDA will consider the 
supplier to be covered by the 
application both when it ships the drug 
substance to the applicant and when it 
exports it. Domestic shipment to a party 
not the applicant, however, will not be 
permitted. 

FDA does not believe this regulatory 
change will present the safety concerns 
raised by the comment because FDA 
will have already conducted a thorough 
examination of the drug substance, 
either in the original application or in a 
supplement. 

However, because the drug substance 
manufacturer's opportunity to export the 
substance is dependent upon its 
inclusion in an approved application, it 
is also dependent on the applicant's 
continued inclusion as a supplier in its 
application. The applicant is always free 
to supplement its application to change 
suppliers. Such action, under the final 
rule, would also have the effect of 
terminating the former supplier's export 
rights. Moreover, because no approval 
has been provided to suppliers under the 
act, FDA does not view the hearing 
requirement of section 505 of the act to 
apply to a drug substance supplier who 
is so terminated by an applicant.* 

In response to the second comment, 
FDA does not agree that the filing of a 
drug master file should be sufficient to 
acquire a right to export a drug 
substance. FDA does not review a drug 
master file except in the context of the 
agency's review of an application or 
supplement that references it. Thus, the 
submission of a drug master file does 
not now result in any agency action. 

FDA does not intend to revise this 
practice by reviewing drug master files 
independently. Resource constraints on 
FDA and the lack of a drug product and 
proper labeling by which to measure the 
suitability of the drug substance for any 
purpose warrant maintaining the current 
practice. Finally, FDA has revised 
{ 201.122(a) to clarify that a drug 
substance may be exported under the 
labeling exemption provided by that 
section, if it is covered by an approved 
application. 

13a Drug master files (§ 314.420). 
Several comments objected to the 
proposed requirement that a drug master 
file holder notify each person authorized 
to refer to information if the holder 
adds, changes, or deletes the 
information. Some comments stated that 
drug master file holders generally give 
umbrella authorization to others for use 
of their master files and that the 
regulations are unclear about how 
specific a notification must be made to 
persons authorized to reference 


information when the holder adds, 
changes, or deletes information in the 
file. Thus, according to these comments, 
the provision is unnecessurily 
burdensome and could result in the 
unwarranted disclosure of trade secrets. 

FDA has retained the provision in the 
final rule. FDA believes that 
applications that depend upon 
information in drug muster files may 
quickly become outdated if the drug 
master file holder does not notify the 
persons authorized to reference the file 
about changes in the information in it. 
Decause FDA reviews the contents of a 
drug master file only in the context of its 
review of an application or a 
supplement to an application, a change 
in important information in a drug 
master file that may affect the safety 
and effectiveness of a drug product is 
not likely to be reviewed unless the 
owner of the master file notifies the 
applicant who, in turn, submits a 
supplement to incorporate the change in 
its approved application. Recognizing 
that one of the primary functions of the 
drug master file system is to maintain 
the confidentiality of trade secret 
information. FDA agrees that a file 
holder's notification about changes in 
the file does not have to be so specific 
that the confidentiality of information in 
the file is compromised. 

137. One comment asked whether the 
requirement that the drug master file 
contain a complete list of persons 
currently authorized to reference it can 
be met by individual letters whenever a 
person is authorized or an authorization 
is revoked. 

FDA notes that some drug master files 
are voluminous and subject to 
substantial amendments over time. 

Thus, it may be impossible to determine 
from individual letters submitted at 
different times the person who is 
currently authorized to reference a file. 
For that reason, FDA believes that a 
single list of persons currently 
authorized to reference the file should 
be maintained. 

138. One comment urged that the 
changes in the regulation on drug master 
files should apply only to information 
added to the master file after the date of 
publication of the final rule. Another 
comment urged that the changes apply 
only to applications submitted after the 
effective date which incorporate a drug 
master file reference. 

FDA believes that a uniform effective 
date for changes in the regulation on 
drug master files is necessary. Applying 
the regulations only to information 
added to a file after publication of the 
final rule, or applications submitted 
after the effective date of the final rule, 









7490 


Federal Register / Vol. 50. No. 36 / Friday. February 22, 1985 / Rules and Regulations 


would lead lo continual confusion about 
what part of the file is subject to the 
rule. 

139. Designated journals (§310.9). One 
comment objected to FDA removing its 
list of designated journals from the 
regulations. The comment urged FDA to 
retain a list of journals that are 
available to it and waive requirements 
for submission or reprints and 
summaries of reports in those journals. 

As discussed elsewhere in this 
preamble, FDA does not believe it to be 
a wise expenditure of its resources to 
retrieve copies of referenced journals 
from its library, given the minimal 
burden on applicants to submit relevant 
copies. FDA notes that the change is 
more likely to expedite rather than 
delay review of applications. In addition 
to removing $ 310.9, FDA also is deleting 
the references to 9 310.9 that appear in 
21 CFR 510.3(1) and 510.95. 

140. Public information (§ 314.430). 

One comment contended that FDA’s 
classification of what constitutes 
confidential safety and effectiveness 
data in an application is overbroad and 
that, instead, the agency should require 
the applicant to index confidential 
records within its application in a 
manner similar to the procedure in 

9 20.53 (21 CFR 20.53) of FDA’s public 
information regultions. If a person 
requests a copy of a record the applicant 
considers confidential, the applicant’s 
reasons for considering it confidential 
could be forwarded to the requestor, 
who may then ask the agency to 
determine whether the record is 
disclosable. 

FDA does not agree with this 
comment An applicant is required to 
itemize and index its records under 
§ 20.53 only in a legal action contesting 
an FDA denial of a request for records 
because they are exempt from public 
disclosure as a trade secret or 
confidential commercial or financial 
data and information. The agency 
believes that the comment's suggestion 
that this procedure be established 
absent litigation, and before FDA makes 
an initial determination about the status 
of a document, would impose a 
significant burden on applicants to 
index large numbers of records whose 
confidential status will never be 
disputed. It would also add to FDA’s 
already heavy workload in responding 
to freedom of information requests by 
requiring the agency to provide the 
requestor with a preliminary response 
detailing the applicant’s reasons for 
considering a record nondisclosable. 

141. In 9 314.430(f) of the proposal. 

FDA proposed to modify § 314.14(f) of 
the current regulations in identifying the 
situations in which safety and 


effectiveness data and information are 
available for public disclosure. 
Consideration of that proposal, as it 
relates to disclosure rules for drugs 
submitted under section 505(b) of the 
act, was rendered moot, however, by 
section 104 of the Drug Price 
Competition and Patent Term 
Restoration Act of 1984. enacted on 
September 24,1984, because the new 
law itself provides when data and 
information in such submissions are 
publicly disclosable. Accordingly, FDA 
has conformed this final rule 
(9 314.430(f)) to be consistent with 
section 104 of the new law. 

In doing so. FDA calls attention to one 
specific point. Section 314.14(f)(5) of the 
current regulations provides that safety 
and effectiveness data and information 
are publicly disclosable when a final 
determination has been made that the 
drug may be approved without the 
submission of such data and 
information. In the past, ’’final 
determination” (for drugs approved 
under section 505) was interpreted to 
require publication of a final Federal 
Register notice under the Drug Efficacy 
Study Implementation (DESI) program. 
Under the new law, however, this 
provision means such data and 
information are publicly disclosable as 
soon as an abbreviated application 
under section 505(j) of the act for the 
product can be made effective, and that 
point in time will be identifiable through 
the list pubished monthly in accordance 
with section 505(j)(6) of the act. 

For applications submitted under 
sections 505(j). 506, and 507 of the act. 
FDA has added 9 314.430(f)(8) which 
states that safety and effectiveness data 
and information will be publicly 
disclosable when FDA sends an 
approval letter to the applicant To 
prevent redundancy, FDA had deleted 
proposed 9 314.430(e)(1) for the final 
rule. 

142. Woivers (§ 314.90). One comment 
suggested that FDA not issue a final 
provision permitting it to waive 
requirements for the submission of 
information in an application. This 
comment feared that the waiver 
provision would permit applicants to 
market new products without having to 
submit adequate clinical information 
and other data about its safety and 
efficacy. 

FDA believes this comment 
misunderstands the scope of the waiver 
provision, which is intended to give 
applicants the flexibility to seek 
alternative ways of complying with the 
regulatory requirements for drug 
approval. FDA is unable, and does not 
view the provision as authorizing it, to 
waive statutory requirements. 


143. Other changes. On its ow n ■ \- 

initiative. FDA has revised the final rule I 
to retain current requirements, I 

described below, that were I p 

inadvertently omitted from the proposal I 
in the sections concerning contents of an I 
application (§ 314.50), refusal to file an I 
application (9 314.101(d)). refusal to I , 
approve an application (§ 314.125), and/ I 
or withdrawal of approval of an ■ , 

application (9 314.150), I i 

First, the final rule provides that an I . 

application must contain reports of all ■ : 

investigations of the drug sponsored by I 
the applicant, and all other information I 
pertinent to an evaluation of the I 

application that is received or otherwiM? I 
obtained by the applicant from any I 

source. To correspond to this I 

requirement, the final rule also provides I 
that FDA may refuse to approve (or I 
withdraw approval of) an application if I 
it does not explain the omission of a I 
report of any investigation of a drug I 
sponsored by the applicant, or the I 

omission of other information pertinent I 
to an evaluation of the application that I 
is received or otherwise obtained by the I 
applicant from any source. Although the I 
proposal contained a requirement that I 
the applicant submit all information I 
pertinent to the evaluation of the I 

application, it did not clearly require an I 
applicant to submit reports of all the I 
studies it sponsors nor did it provide for I 
FDA to refuse to file or approve, or to I 
withdraw approval of. an application I 
that omits required reports or an I 

explanation of the omission (all of I 

which are current requirements). * I 

Second, the final rule underscores the I 
importance of conducting clinical I 

investigations involving human subjects I 

in compliance with the institutional I 

review board regulations in Part 56 and I 
the informed consent regulations in Part I 
50. In this regard, the final rule provides I 
that the application must contain a I 

statement for each clinical study subject 
to those regulations that the study was I 
conducted in compliance with them. The j| 
agency may refuse to file an application. I 
under the final rule, if the requisite I 

statement is not provided. Also under I 
the final rule, FDA may refuse to I 

approve (or withdraw approval of) an I 
application if the noncompliance results I 
in the rights or safety of human subjects I 
not being adequately protected. These I 
requirements were added to the current I 
regulations in the Federal Register of I 
January 27,1981 (46 FR 8942, 8954), but I 
they were inadvertently omitted from I 
the proposal. The language used in the I 
final rule constitutes a minor change I 

from current regulations to clarify that I 
FDA would not refuse to approve (or I 
withdraw approval of) an application I 
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because of minor technical deviations 
from these regulations not affecting the 
rights of safety of human subjects. For 
purposes of consistency, FDA is also 
revising $ 312.1(d)(ll) to conform the 
provision respecting termination of an 
1ND to the language used in this final 
rule. 

Similarly, the final rule, like the 
current regulations and the proposal, 
underscores the importance of 
conducting nonclinica) laboratory 
itudies in compliance with the good 
laboratory practice regulations in Part 
58. The language in the final rule has 
been revised to state that for each 
nonclinica! study not conducted in 
compliance with these regulations, the 
application must contain a brief 
statement of the reason for the 
mint ompliance (rather than a detailed 
description of all differences between 
the practices used in the study and those 
in the regulations). The language used in 
the final rule reflects advice that FDA 
has been providing to applicants with 
respect to interpretation of the current 
regulatory provision. The section on 
refusing to file an application has been 
conformed accordingly. For purposes of 
consistency, FDA is also revising the 
following sections of Title 21 of the Code 
of Federal Regulations with respect to 
applications submitted to FDA for 
research or marketing permits where the 
submission includes the results of 
nonclinical laboratory studies subject to 
Part 58, in order to conform those 
sections to the language used in this 
final rule: $$ 71.1. 71.6.170.35,171.1. 

171.6, 180.1. 312.1. 330.10, 511.1. 514.1, 

514 8. 514.15, 514.110, 570.35, 571.1, 571.6, 
602 1 . 812.27,1003.31.1010.4. and 1010,5. 

Finally, also with respect to 
compliance with Part 58, the final rule, 
hke the proposal, provides that FDA 
may refuse to approve an application if 
the nature of the noncompliance does 
not support the validity of the study. 

This language is intended to clarify that 
FDA would not refuse to approve an 
application because of minor technical 
devotions from these regulations. The 
final rule also contains a parallel 
provision in the section on withdrawal 
of approval, which was inadvertently 
omitted from the proposal. For purposes 
of consistency. FDA is also revising 
{§ 312.1(d)(12). 514.111(a)(ll), and 
514.115(b)(4) to conform these provisions 
governing investigational new drug and 
new animal drug applications to the 
language used in this finul rule. 

Dst of Subjects 
2! CFR Port 71 

Administrative practice and 
procedure. Color additive certification. 


Color additive petitions. Color additives. 
Cosmetics. Drugs. 

21 CFR Part 170 

Administrative practice and 
procedure. Definitions, Food additives. 
Food additive safety. 

21 CFR Part 171 

Administrative practice and 
procedure. Food additive petitions. Food 
additives. 

21 CFR Part 100 

Food additives, Interim listed food 
additives. 

21 CFR Part 201 
Drugs. Labeling. 

21 CFR Part 310 

Administrative practice and 
procedure, Drugs. Medical devices. 
Reporting requirements. 

21 CFR Part 312 
Drugs. Medical research. 

21 CFR Part 314 

Administrative practice and 
procedure. Drugs. 

21 CFR Part 330 
Over-the-counter drugs. 

21 CFR Part 430 

Administrative practice and 
procedure, Antibiotics. 

21 CFR Part 431 

Administrative practice and 
procedure. Antibiotics. 

21 CFR Part 433 
Antibiotics, Labeling. 

21 CFR Part 510 

Administrative practice and 
procedure, Animal drugs, Labeling. 
Reporting requirements. 

21 CFR Part 511 

Animal drugs. Medical research. 

21 CFR Part 514 

Administrative practice and 
procedure. Animal drugs. 

21 CFR Part 570 

Animal feeds. Animal foods. Food 
additives. 

21 CFR Part 571 

Administrative practice and 
procedure. Animal feeds. Animal foods. 
Food additives. 

21 CFR Part 601 
Biologies. 


21 CFR Part 812 

Health records. Investigational device 
exemptions. Medical devices. Medical 
device research, Reporting requiements. 

21 CFR Part 1003 

Administrative practice and 
procedure. Defects. Electronic products. 
Noncompliance. Radiation protection. 

21 CFR Part 1010 

Administrative practice and 
procedure. Electronic products, 
Exemptions. Exports. Radiation 
protection. Standards, Variances. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 409, 501. 
502, 503, 505. 506. 507. 512-518. 520. 701. 
706. 52 Stat. 1049-1053 as amended. 
1055-1056 as amended, 55 Stat. 851, 59 
Stat. 463 as amended. 72 Stat. 1785-1788 
as amended, 74 Stat. 399-407 as 
amended. 82 Stat. 343-351. 90 Stat. 540- 
560 (21 U.S.C. 348. 351. 352. 353, 355. 358, 
357. 360b-360f, 371, 376)) and the Public 
Health Service Act (secs. 215, 301, 351, 
354-360f, 56 Stat. 690, 702 as amended. 

82 Stat 1173-1186 as amended (42 U.S.C. 
216. 241, 262, 263b-263n)) and under 21 
CFR 5.11. Parts 71.170,171.180, 201. 310. 
312, 314. 430. 431, 433, 510. 511. 514, 570. 
601, 812,1003, and 1010 are amended as 
follows: 

PART 71—COLOR ADDITIVE 
PETITIONS 

1. Part 71 is amended: 

a. In i 71.1 by revising paragraph (g). 
to read as follows: 

9 71.1 Petitions. 

* ♦ • • • 

(g) If nonclinica! laboratory studies 
are involved, petitions filed with the 
Commissioner under section 706(b) of 
the act shall include with respect to 
each nonclinical study contained in the 
petition, either a statement that the 
study was conducted in compliance with 
the good laboratory practice regulations 
set forth in Part 58 of this chapter, or. if 
the study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 

• ♦ • • • 

b. In j 71.6 by revising the third 
sentence of paragraph (b). to read as 
follows: 

§ 71.6 Extension of time for studying 
petitions; substantive amendments; 
withdraws! of petitions without prejudice. 

• • • • • 

(b) * * * If nonclinical laboratory 
studies are involved, additional 
information and data submitted in 
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support of filed petitions shall include, 
with respect to each nandinical 
laboratory study contained in the 
petition, either a statement that the 
study was conducted in compliance with 
the requirements set forth in Part 58 of 
this chapter, or, if the study wus not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. • • • 


PART 170—FOOD ADDITIVES 

2. Part 170 is amended in § 170.35 by 
revising paragraph (c)(l)(vi), to read as 
follows: 

§ 170.35 Affirmation of generally 
recognized as safe (GRAS) status. 

• * • • • 

(cr • • 

c*r • • 

(vi) If nonclinical laboratory studies 
are involved, additional information and 
data submitted in support or filed 
petitions shall include, with respect to 
each nonclinical study, either a 
statement that the study W'as conducted 
in compliance with the requirements set 
forth in Part 58 of this chapter, or. if the 
study was not conducted in compliance 
with such regulations, a brief statement 
of the reason for the noncomplin nee. 

• • • • • 

PART 171—FOOD ADDITIVE 
PETITIONS 

3. Part 171 is amended: 

a. In J 171.1 by revising paragraph (k), 
to read as follows: 

§ 171.1 Petitions. 

• • • • • 

(k) If nonclinical laboratory studies 
are involved petitions filed with the 
Commissioner under section 409(b) of 
the act shall indude, with respect to 
each nandinical study contained in the 
petition, either a statement that the 
study has been, or will be, conducted in 
compliance with the good laboratory 
practice regulations as set forth in Part 
58 of this i hapter. or if any such study 
was not conducted in compliance with 
such regulations, a brief statement of the 
reason for the noncompliance. 

• • • • • 

b. By revising § 171.6, to read as 
follows: 

} 171.6 Amendment of petition. 

After a petition has bec-n filed, the 
petitioner may submit additional 
information or data in support thereof. 

In such cases, if the Commissioner 
determines that the additional 
information or data amount to a 
substantive amendment, the petition as 


amended will be given a new filing date, 
and the time limitation will begin to run 
anew. Where the substantive 
amendment proposes a substantial 
change to any petition that may affect 
the quality of the human environment, 
the petitioner is required to submit an 
environmental analysis report pursuant 
to § 25.1 of this chapter. If nonclinical 
laboratory studies are involved, 
additional information and data 
submitted in support of filed petitions 
shall include, with respect to each 
nonclinical study, either a statement 
that the study was conducted in 
compliance with the requirements set 
forth in Part 58 of this chapter, or. if the 
study was not conducted in compliance 
with such regulations, a brief statement 
of the reason for the noncompliance. 

PART 180—FOOD ADDITIVES 
PERMITTED IN FOOD ON AN INTERIM 
BASIS OR IN CONTACT WITH FOOD 
PENDING ADDITIONAL STUDY 

4. Part 180 is amended in §180.1 by 
revising paragraph (c)(4). to read as 
follows: 

5 160.1 General. 

• • • « • 

Cc| • * • 

(4) If nonclinical laboratory studies 
are involved, studies filed with the 
Commissioner shall include, with 
respect to each study, either a statement 
that the study has been or will be 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in Part 58 of this chapter, or. if any 
such study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 


PART 201—LABELING 

5. Part 201 is amended In $ 201.122 by 
revising paragraph (a), to read as 
follows: 

$ 201.122 Drugs for processing, 
repacking, or manufacturing. 

• • • • • 

(a) An approved new drug application 
or new animal drug application covers 
the production and delivery of the drug 
substance to the application holder by 
persons named in the application, end. 
for a new drjtg substance, the export of 
it by such persons under § 314.410 of 
this chapter: or 


PART 310—NEW DRUGS 

6, Part 310 is amended: 


§ 310.3 I Amended 1 

a. In 5 310.3 Definitions and 
interpretations by removing and 
reserving paragraph (m). 

§310.9 IRemovedl 

b. By removing § 310.9 Designated 
journals . 

§310.300 (Removedl 

c. By removing § 310.300 Records 
and reports concerning experience on 
drugs far which an approval is in effect 

§ 310.301 (Removed) 

d. By removing § 310.301 Reporting 
of adverse drug experiences. 

§ 310.302 t Removed J 

e. By removing § 310.3Q£ Records 
and reports on new drugs and 
antibiotics for use by man for which 
applications or certification forr>< 5 and 
6 became effective or wtw approval 
prior to /une 20,1963, 

PART 312—NEW DRUGS FOR 
INVESTIGATIONAL USE 

7. Part 312 is amended: 
a. In § 312.1 by rev ising item 10 in 
Form FD-1571 in paragraph (a)(2) and 
by revising paragraph (d) (11) and f!2). 
to read as follows: 

§ 312.1 Conditions for exemption of new 
drugs for investigational use. 

(a) • • • 

(2) • * * 

Form FD-1571 • • * 

16. A statement that all mmdinicat 
laboratory studies have tieen, or will be. 
conducted in compliance with the good 
laboratory practice regulations set forth in 
Part 58 of this chapter, or, if such studies 
have not been conducted ip compliance with 
such regulations, a brief statement or the 
reason for the noncomplionce. 


(11) Any clinical investigation 
involving human subjects, subject to the 
institutional review board regulations in 
Pait 58 of this chapter or informed 
consent regulations in Part 50 of this 
chapter, is not being conducted in 
compliance with those regulations such 
that the rights or safety of human 
subjects are not adequately protected; 
or 

(12) Any nonctiulcul laboratory study 
that is described in the notice of dainu’J 
investigational exemption and that is 
essential to show that the drug is safe 
for use under the conditions prescribed, 
recommended, or suggested in its 
proposed labeling, was not conducted in 
compliance with the good laboratory 
practice regulations as set forth in Port 
58 of this chapter and no reason for the 
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IK ^compliance is provided or, if it is, the 
deferences between the practices used 
in conducting the study and the good 
ldboratory practice regulations do not 
support the validity of the study; or 
• • • • 

b. In $ 312.20 by revising paragraph 
(c|, to read as follows: 

$ 312.20 Clinical data generated outside 
the United States and not subject to a 
Notice of Claimed Investigational 
Exemption for a New Drug.” 

• • • • • 

(c) Data from studies performed 
outside the United States and conducted 
in accordance with the requirements of 
this section may be utilized without 
duplication of the studies in the United 
States, as appropriate. 

• • • • 

a. By revising Part 314 to read as 

follows; 

PART 314—APPLICATIONS FOR FOA 
APPROVAL TO MARKET A NEW DRUG 
OR AN ANTIBIOTIC DRUG 

Sobpart A—General Provisions 

S<v. 

314.1 Scope of Ihiii part. 

314 2 Purpose. 

314 3 Definitions. 

Subpart B—Applications 

314 50 Content and format of an application. 
'! l 55 Abbreviated application. 

114 56 Drug products for which abbreviated 
applications are suitable. 

114 tiO Amendments to an unapproved 
application. 

114 65 Withdrawal by the applicant of an 
unapproved application 
314 70 Supplements and other changes to an 
approved application. 

314.71 Procedures for submission of a 
supplement to an approved application. 

314.72 Change in ownership of an 
application. 

314 60 Postmarketing reporting of adverse 
drug experiences. 

314 81 Other postmarketing reports. 

314140 Waivers. 

Subpart C— FDA Action on Applications 

314.100 Time frames for reviewing 

applications. 

314 101 Filing and application. 

314 102 Communications Ik* tween FDA and 

applicants. 

314 103 Dispute resolution. 

314 104 Drugs with potential for abuse. 

314105 Approval of an application. 

314)06 Foreign data. 

314 no Approvable letter to the applicant 
1*4 120 Not approvable letter to the 

applicant 

314125 Refusal to approve an application. 
314 126 Adequate and well-controlled 

studies. 

314 150 Withdrawal of approval of an 

application* 

314152 Notice of withdrawal of upproval of 
«*n application for a new drug. 


Sec. 

314.160 Approval of an application for which 
approval was previously refused, 
suspended, or withdrawn. 

314.170 Adulteration and misbranding of an 
approved drug. 

Subpart D—Hearing Procedures for Naw 
Drugs 

314.200 Notice of opportunity for hearing; 
notice of participation and request for 
hearing; grant or denial of hearing. 

314.201 Procedure for hearings. 

314.235 judicial review. 

Subpart E—Administrative Procedures for 
Antibiotics 

314.300 Procedure for the issuance, 
amendment, or repeal of regulations. 

Subpart F—Miscellaneous Provisions 

314.410 Imports and exports of new drugs 
and antibiotics. 

314.420 Drug master Tiles. 

314.430 Availability for public disclosure of 
data and information in sn application. 
314.440 Addresses for applications. 

314.445 Guidelines. 

Authority; Secs. 409. 501. 502. 503. 505, 506. 
507. 512-516. 520. 701, 706, 52 Stat. 1049-1053 
as amended. 1055-1056 as amended, 55 Stat. 
851, 50 stat. 463 as amended. 72 Stat. 1785- 
1788 as amended. 74 Stat. 399-407 as 
amended. 82 Stat. 343-351, 90 Stat. 540-560 
(21 U.S.C. 351, 352. 353, 355. 358. 357. 380b- 
380f. 371. 378): sec. 215, 301. 351. 354-380F. 58 
Stat. 690. 702 as amended. 82 Stat. 1173-1180 
as amended (42 U.S.C 216. 241. 282. 263b- 
263n). 

Subpart A—General Provisions 

$ 314.1 Scope of this part 

(a) This part sets forth procedures and 
requirements for the submission to. and 
the review by. the Food and Drug 
Administration fo applications and 
abbreviated applications, as well as 
amendments, supplements, and 
postmarketing reports to them, by 
persons seeking or holding approval 
from FDA of the following: 

(1) An application under section 505 of 
the Federal Food. Drug, and Cosmetic 
Act to market a new drug. 

(2) An application under section 507 of 
the Federal Food, Drug, and Cosmetic 
Act to market an antibiotic drug. 

(b) This part does not apply to drug 
products subject to licensing by FDA 
under the Public Health Service Act (56 
Stat. 632 as amended (42 U.S.C. 201 et 
seq.)) and Subchapter F of Chapter 1 of 
Title 21 of the Code of Federal 
Regulations. 

(c) References in this part to 
regulations in the Code of Federal 
Regulations are to Chapter I of Title 21, 
unless otherwise noted. 

9 314.2 Purpose. 

The purpose of this part is to establish 
an efficient and thorough drug review 
process in order to: (a) Facilitate the 


approval of drugs shown to be safe and 
effective; and (b) ensure the disapproval 
of drugs not shown to be safe and 
effective. These regulations are also 
intended to establish and effective 
system for FDA’s surveillance of 
marketed drug9. These regulations shall 
be construed in light of these objectives. 

$314.3 Definitions. 

(a) The definitions and interpretations 
contained in section 201 of the act apply 
to those terms when used In this part. 

(b) The following definitions of terms 
apply to this part: 

"Act” means the Federal Food, Drug, 
and Cosmetic Act (sections 201-001. 52 
Stat. 1040 et seq.. as amended (21 U.S.C. 
301-392)). 

"Applicant" means any person who 
submits an application or abbreviated 
application or an amendment or 
supplement to them under this part to 
obtain Food and Drug Administration 
approval of a new drug or an antibiotic 
drug and any person who owns an 
approved application. 

"Application” means both the 
application described under $ 314.50 
and the abbreviated application under 
$ 314.55. including all amendments and 
supplements. 

"Approvable letter” means a written 
communication to an applicant from 
FDA stating that the agency will 
approve the application if specific 
additional information or material is 
submitted or specific conditions are met 
An approvable letter does not constitute 
approval of any part of an application 
and does not permit marketing of the 
drug that is the subject of the 
application. 

"Approval letter" means a written 
communication to an applicant from 
FDA approving an application. An 
approval letter permits marketing of the 
drug product that is the subject of the 
application. 

"Drug product" means a finished 
dosage form, for example, tablet, 
capsule, or solution, that contains a drug 
substance, generally, but not 
necessarily, in association with one or 
more other ingredients. 

"Drug substance" means an active 
ingredient that is intended to furnish 
pharmacological activity or other direct 
effect in the diagnosis, cure, mitigation, 
treatment, or prevention of disease or to 
affect the structure of any function of 
the human body, but does not include 
intermediates used in the synthesis of 
such ingredient. 

"FDA" means the Food and Drug 
Administration. 

“Not approvable letter" means a 
written communication to an applicant 
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from FDA stating that the agency does 
r>ot consider the application approvable 
because one or more deficiencies in the 
application preclude the agency from 
approving it 

Subpart B—Applications 

$ 3 14.50 Content and format of an 
application. 

Applications, including abbreviated 
applications, and supplements to 
approved applications are required to be 
submitted in the form and contain the 
information, as appropriate for the 
particular submission, required under 
this section. Two copies of the 
application are required, an archival 
copy and a review copy. An application 
for a new chemical entity will generally 
contain an application form, an index, a 
summary, five or six technical sections, 
cose report tabulations of patient data, 
case report forms, drug samples, and 
labeling. Other applications will 
generally contain only some of those 
items, and information will be limited to 
that needed to support the particular 
submission. These include an 
application for a duplicate of a marketed 
drug product (such as a “paper NDA," 
which relies primarily on published 
literature to provide substantial 
evidence of effectiveness and adequate 
scientific evidence of safety for the 
claimed indications), an abbreviated 
application, an amendment, and a 
supplement. The application is required 
to contain reports of all investigations of 
the drug product sponsored by the 
applicant, and all other information 
about the drug pertinent to an 
evaluation of the application that is 
received or otherwise obtained by the 
applicant from any source. The Food 
and Drug Administration will maintain 
guidelines on the format and content of 
applications to assist applicants m their 
preparation. 

(al Application form. The applicant 
shall submit a completed and signed 
application form that contains the 
following: 

(1) The name and address of the 
applicant: the date of the application; 
the application number if previously 
issued (for example, if the application is 
a resubmission. an amendment, or a 
supplement); the name of the drug 
product, including its established, 
proprietary, code, and chemical names: 
the dosage form and strength: the route 
of administration: the identification 
numbers of all investigational new drug 
applications that are referenced in the 
application: the identification numbers 
of all drug master files and other 
applications under this part that are 
referenced in the application: and the 


drug product's proposed indications for 
use. 

(2) A statement whether the 
submission is an original submission, a 
resubmission, an abbreviated 
application under 9 314.55. or a 
supplement to an application under 

9 314.70. 

(3) A statement whether the applicant 
proposes to market the drug product as 
a prescription or an over-the-counter 
product. 

(4) A check-list identifying what 
enclosures required under this section 
the applicant is submitting. 

(5) The applicant or the applicant's 
attorney, agent or other authorized 
official shall sign the application, if the 
person signing the application does not 
reside or have a place of business within 
the United States, the application is 
required to contain the name and 
address of. and be countersigned by. an 
attorney, agent, or other authorized 
official who resides or maintains a place 
of business within the United States. 

(b) Index. The archival copy of the 
application is required to contain a 
comprehensive index by volume number 
and page number to the summary under 
paragraph (c) of this section, the 
technical sections under paragraph (dj 
of this section, and the supporting 
information under paragraph (f) of this 
section. 

(c) Summary. (1) An application is 
required to contain a summary of the 
application in enough detail that the 
reader may gain a good general 
understanding of the data and 
information in the application, including 
an understanding of the quantitative 
aspects of the data. The summary* is not 
required for abbreviated applications 
under § 314.55 and supplements under 

9 314.7a Resubmissions of an 
application should contain an updated 
summary, as appropriate. The summary 
should discuss all aspects of the 
application, and synthesize the 
information into a w ell-structured and 
unified document. The summary should 
be written at approximately the level of 
detail required for publication in. and 
meet the editorial standards generally 
applied by. refereed scientific and 
medical journals. In addition to the 
agency personnel reviewing the 
summary in the context of their review 
of the application. FDA may furnish the 
summary to FDA advisory committee 
members and agency officials whose 
duties require an understanding of the 
application. To the extent possible, data 
in the summary should be presented in 
tabular and graphic forms. FDA has 
prepared a guideline under 9 10.90(b) 
that provides information about how to 


prepare a summary. The summary* 
required under this paragraph may be 
used by FDA or the applicant to preparr* 
the Summary Basis of Approval 
document for public disclosure (under 
9 314.430(e)(2)(ii)) when the application 
is approved. 

(2) The summary is required to 
contain the following information: 

(i) The proposed text of the labeling 
for the drug, with annotations to the 
information in the summary and 
technical sections of the application that 
support the inclusion of each statemen? 
in the labeling, and. if the application is 
for a prescription drug, statements 
describing the reasons for omitting a 
section or subsection of the labeling 
format in 9 201.57. 

(ii) A statement identifying the 
pharmacologic class of the drug and a 
discussion of the scientific rationale for 
the drug, its intended use, and the 
potential clinical benefits of the drug 
product. 

(iii) A brief description of the 
marketing history, if any. of the drug 
outside the United States, including a 
list of the countries in which the drug 
has been marketed, a list of any 
countries in which the drug has been 
withdrawn from marketing for any 
reason related to safety or effectiveness, 
and a list of countries in which 
applications for marketing are pending 
The description is required to describe 
both marketing by the applicant and. if 
known, the marketing history of other 
persons. 

(iv) A summary of the chemistry*, 
manufacturing, and controls section of 
the application. 

(v) A summary of the nonclinical 
pharmacology and toxicology section of 
the application. 

(vij A summary of the human 
pharmacokinetics and bioavailabUity 
section of the application. 

(vii) A summary of the microbiology 
section of the application (for anti- 
infective drugs only). 

(viil) A summary of the clinical data 
section of the application, including the 
results of statistical analyses of the 
clinical trials. 

(ix) A concluding discussion that 
presents the benefit and risk 
considerations related to the drug, 
including a discussion of any proposed 
additional studies or surveillance the 
applicant intends to conduct 
post marketing. 

(d) Technical sections. The 
application is required to contain the 
technical sections described below. 

Each technical section is required to 
contain data and information in 
sufficient detail to permit the agency 
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make a knowledgeable judgment about 
whether to approve the application or 
whether grounds exist under section 
505(d) or 507 of the act to refuse to 
approve the application. The required 
technical sections ure as follows: 

(1) Chemistry, manufacturing, and 
run trots section. A section describing 
the composition, manufacture, and 
specification of the drug substance and 
the drug product, including the 
following: 

(i) Drug substance. A full description 
of the drug substance including its 
physical and chemical characteristics 
und stability; the name and address of 
its manufacturer; the method of 
synthesis (or isolation) and purification 

the drug substance; the process 
controls used during manufacture and 
pac kaging; and such specifications and 
. lulytical methods as arc necessary to 
assure the identity, strength, quality, 
and purity of the drug substance and the 
hioavailability of the drug products 
made from the substance, including, for 
example, specifications relating to 
stability, sterility, particle sixe. and 
crystalline form. The application may 
provide additionally for the use of 
alternatives to meet any of these 
rt quirements. including alternative 
sources, process controls, methods, and 
specifications. Reference to the current 
edition of the U.S. Pharmacopeia und 
the National Formulary may satisfy 
relevant requirements in this paragraph. 

(ii) Drug product A list of all 
components used in the manufacture of 
the drug product (regardless of whether 
they appear in the drug product); and a 
statement of the composition of the drug 
product; a statement of the 
specifications and analytical methods 
for each component; the name and 
•uldress of each manufacturer the drug 
product; a description of the 
manufacturing and packaging 

; >oedures and in-process controls for 
the drug product: such specifications 
and analytical methods as are necessary' 
to .j&Aure the identity, strength, quality, 
purity, and bioavailability of the drug 
product, including for example, 
specifications relating to sterility, 
dissolution rate, containers and closure 
systems; and stability data with 
proposed expiration dating. The 
application may provide additionally for 
the use of alternatives to meet any of 
these requirements, including 
alternative components, manufacturing 
and packaging procedures, in-process 
controls, methods, and specifications. 
Reference to the current edition of the 
b.S Pharmacopeia and the National 
formulary may satisfy relevant 
requirements in this paragraph. 


(lii) Environmental impact analysis 
report An environmental impact 
analysis report under § 25.1 analyzing 
the environmental impact of the 
manufacturing process and the ultimate 
use of the drug product. 

(iv) The applicant may. at its option, 
submit a complete chemistry, 
manufacturing, and controls section 90 
to 120 days before the anticipated 
submission of the remainder of the 
application. FDA will review such early 
submissions as resources permit. 

( 2 ) NondinicaI pharmacology and 
toxicology section. A section describing, 
with the aid of graphs and tables, the 
nuncliniral laboratory studies with the 
drug, including the following: 

(i) Studies of the pharmacological 
actions of the drug in relation to its 
proposed therapeutic indication and 
studies otherwise define the 
pharmacologic properties of the drug or 
are pertinent to possible adverse effects. 

(ii) Studies of the toxicological effects 
of the drug as they relate to the drug's 
intended clinical uses, including, as 
appropriate, studies assessing the drug's 
acute, subacute, and chronic toxicity; 
carcinogenicity*; and studies of toxicities 
related to the drug's particular mode of 
administration or conditions of use 

(iii) Studies, as appropriate, of the 
effects of the drug on reproduction and 
on the developing fetus. 

(iv) Any studies of the absorption, 
distribution, metabolism, and excretion 
of the drug in animals. 

(v) For each nonclinical laboratory 
study a statement that it was conducted 
in compliance with the good laboratory* 
practice regulations in Part 58, or. if the 
study was not conducted in compliance 
with those regulations, a brief statement 
of the reason for the noncompliance. 

(3) Human pharmacokinetics and 
bioavailability section. A section 
describing the human pharmacokinetic 
data and human bioavailability data, or 
information supporting a waiver of the 
submission of in vivo bioavailability 
data under Subpart B of Part 320, 
including the following: 

(i) A description of each of the 
bioavailability and pharmacokinetic 
studies of the drug in humans performed 
by or on behalf of the applicant that 
includes a description of the analytical 
and statistical methods used in each 
study and h statement with respect to 
each study that it either was conducted 
in compliance with the institutional 
review board regulations in Part 56, or 
was not subject to the regulations under 
5 56.104 or { 56.105. and that it was 
conducted in compliance with the 
informed consent regulations in Pari 50. 


(ii) if the application describes in the 
chemistry, manufacturing, and controls 
section specifications or analytical 
methods needed to assure the 
bioavailability of the drug product or 
drug substance, or both, a statement in 
this section of the rationale for 
establishing the specification or 
analytical methods, including data and 
information supporting the rationale. 

(iii) A summarizing discussion and 
analysis of the pharmacokinetics and 
metabolism of the active ingredients and 
the bioavailability or bioequivalence, or 
both, of the drug product. 

(4) Microbiology section. If the drug is 
an anti-infective drug, a section 
describing the microbiology data, 
including the following: 

(i) A description of the biochemical 
basis of the drag's action on microbial 
physiology. 

(ii) A description of the antimicrobial 
spectra of the drag, including results of 
in vitro preclinical studies to 
demonstrate concentrations of the drug 
required for effective use. 

(iii) A description of any known 
mechanisms of resistance to the drug, 
including results of any known 
epidemiologic studies to demonstrate 
prevalence of resistance factors. 

(iv) A description of clinical 
microbiology laboratory methods (for 
example, in vitro sensitivity discs) 
needed for effective use of the drug. 

(5) Clinical data section. A section 
describing the clinical investigations of 
the drag, including the following: 

(1) A description and analysis of each 
clinical pharmacology study of the drug, 
including a brief comparison of the 
results of the human studies with the 
animal pharmacology and toxicology 
data. 

(ii) A description and analysis of each 
controlled clinical study pertinent to a 
proposed use of the drag, including the 
protocol and a description of the 
statistical analyses used to evaluate the 
study. If the study report is an interim 
analysis, this is to be noted and a 
projected completion date provided. 
Controlled clinical studies that have not 
been analyzed in detail for any reason 
(e.g-. because they have been 
discontinued or are incomplete) are to 
be included in this section, including a 
copy of the protocol and a brief 
description of the results and status of 
the study. 

(ill) A description of each 
uncontrolled clinical study, a summary 
of the results, and a brief statement 
explaining why the study is classified as 
uncontrolled. 

(iv) A description and analysis of any 
other data or information relevant to an 
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evaluation of the safety and 
effectiveness of the drug product 
obtained or otherwise received by the 
applicant from any source, foreign or 
domestic, including information derived 
from clinical investigations, including 
controlled and uncontrolled studies of 
uses of the drug other than those 
proposed in the application, commercial 
marketing experience, reports in the 
scientific literature, and unpublished 
scientific papers. 

(v) An integrated summary of the data 
demonstrating substantial evidence of 
effectiveness for the claimed 
indications. Evidence is also required to 
support the dosage and administration 
section of the labeling, including support 
for the dosage and dose interval 
recommended, and modifications for 
specific subgroups (for example, 
pediatrics, geriatrics, patients with renal 
failure). 

(vi) A summary and updates of safety 
information, as follows: 

(а) The applicant shall submit an 
integrated summary of all available 
information about the safety of the drug 
product, including pertinent animal data, 
demonstrated or potential adverse 
effects of the drug, clinically significant 
drug/drug interactions, and other safety 
considerations, such as data from 
epidemiological studies of related drugs. 
A description of any statistical analyses 
performed in analyzing safety data 
should also be included, unless already 
included under paragraph (a)(5)(ii) of 
this section. 

(б) The applicant shall, under section 
5Q5(i) of the act. update periodically its 
pending application with new safety 
information learned about the drug that 
may reasonably affect the statement of 
contraindications, warnings, 
precautions, and adverse reactions in 
the draft labeling. These “safety update 
reports” are required to include the 
same kinds of information (from clinical 
studies, animal studies, and other 
sources) and are required to be 
submitted in the same format as the 
integrated summary in paragraph 

(d)(5)(vi)(o) of this section. In addition, 
the reports are required to include the 
case report forms for each patient who 
died during a clinical study or who did 
not complete the study because of an 
adverse event (unless this requirement 
is waived). The applicant shall submit 
these reports (7) 4 months after the 
initial submission: ( 2 ) following receipt 
of an approvable letter; and (3) at other 
times as requested by FDA. Prior to the 
submission of the first such report, 
applicants are encouraged to consult 
with FDA regarding further details on its 
form and content. 


(vii) If the drug has a potential for 
abuse, a description and analysis of 
studies or information related to abuse 
of the drug, including a proposal for 
scheduling under the Controlled 
Substances Act. A description of any 
studies related to overdosage is also 
required, including information on 
dialysis, antidotes, or other treatments, 
if known. 

(viii) An integrated summary of the 
benefits and risks of the drug, including 
a discussion of why the benefits exqeed 
the risks under the conditions stated in 
the labeling. 

(ix) A statement with respect to each 
clinical study involving human subjects 
that it either was conducted in 
compliance with the institutional review 
board regulations in Part 56. or was not 
subject to the regulations under $ 56.104 
or i 56.105, and that It was conducted in 
compliance with the informed consent 
regulations in Part 50. 

(6) Statistical section. A section 
describing the statistical evaluation of 
clinical data, including the following: 

(i) A copy of the information 
submitted under paragraph (d)(5)(H) of 
this section concerning the description 
and analyses of each controlled clinical 
study, and the documentation and 
supporting statistical analysis used in 
evaluating the controlled clinical 
studies. 

(ii) A copy of the information 
submitted under paragraph (d)(5)(vi)(a) 
of this section concerning a summary of 
information about the safety of the drug 
product, and the documentation and 
supporting statistical analyses used in 
evaluating the safety information. 

(e) Samples and labeling. (1) Upon 
request from FDA. the applicant shall 
submit the samples described below to 
the places identified in the agency’s 
request. FDA will generally ask 
applicants to submit samples directly to 
two or more agency laboratories that 
will perform all necessary tests on the 
samples and validate the applicant's 
analytical methods. 

(i) Four representative samples of the 
following, each sample in sufficient 
quantity to permit FDA to perform three 
times each test described in the 
application to determine whether the 
drug substunce and the drug product 
meet the specifications given in the 
application: 

(o) The drug product proposed for 
marketing; 

(&) The drug substance used in the 
drug product from which the samples of 
the drug product were taken; and 

(c) Reference standards and blanks 
(except that reference standards 


recognized in an official compendium 
need not be submitted). 

(ii) Samples of the finished market 
package, if requested by FDA. 

(2) The applicant shall submit the 
following in the archival copy of the 
application: 

(i) Three copies of the analytical 
methods and related descriptive 
information contained in the chemistry, 
manufacturing, and controls section 
under paragraph (d)(1) of this section for 
the drug substance and the drug product 
that are necessary for FDA’s 
laboratories to perform all necessary 
tests on the samples and to validate the 
applicant’s analytical methods. The 
related descriptive information include* 
a description of each sample; the 
proposed regulatory specifications for 
the drug; a detailed description of the 
methods of analysis; supporting data for 
accuracy, specificity, precision and 
ruggedness; and complete results of the 
applicant's tests on each sample. 

(ii) Copies of the label and all labeling 
for the drug product (4 copies of draft 
labeling or 12 copies of final printed 
labeling). 

(f) Case report forms and tabulations . 
The archival copy of the application is 
required to contain the following case 
report tabulations and case report 
forms: 

(1) Case report tabulations. The 
application is required to contain 
tabulations of the data from each 
adequate and well-controlled study 
under { 314.126 (Phase 2 and Phase 3 
studies as described in § 312.1(a)(2). 
Form FDA-1571), tabulations of the data 
from the earliest clinical pharmacology 
studies (Phase 1 studies as described in 
5 312.1(a)(2). Form FDA-1517), and 
tabulations of the safety data from other 
clinical studies. Routine submission of 
other patient data from uncontrolled 
studies is not required. The tabulations 
are required to include the data on each 
patient in each study, except that the 
applicant may delete those tabulations 
which the agency agrees, in advance, 
are not pertinent to a review of the 
drug’s safety or effectiveness. Upon 
request. FDA will discuss with the 
applicant in a "prc-NDA” conference 
those tabulations that may be 
appropriate for such deletion. Barring 
unforeseen circumstances, tabulations 
agreed to be deleted at such a 
conference will not be requested during 
the conduct of FDA’s review of the 
application. If such unforeseen 
circumstances do occur, any request for 
deleted tabulations will be made by the 
director of the FDA division responsible 
for reviewing the application, in 
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accordance with paragraph (f)(3) of this 
section* 

(2) Case report forms. The application 
is required to contain copies of 
individual case report forms for each 
puticnt who died during a clinical study 
or who did not complete the study 
because of an adverse event, whether 
bilieved to be drug related or not, 
including patients receiving reference 
drugs or placebo* This requirement may 
br waived by FDA for specific studies if 
the case report forms ore unnecessary 
for a proper review of the study. 

(3) Additional data. The applicant 
shall submit to FDA additional case 
report forms and tabulations needed to 
conduct a proper review of the 
application, as requested by the director 
of the FDA division responsible for 
reviewing the application. The 
applicant’s failure to submit information 
requested by FDA within 30 days after 
receipt of the request may result in the 
agency viewing any eventual 

5v mission as a major amendment 
under $ 314.60 and extending the review 
period as necessary. If desired by the 
applicant, the FDA division director will 
verify in writing any request for 
additional data that was made orally. 

(4) Applicants are invited to meet with 
IDA before submitting an application to 
discuss the presentation and format of 
supporting information. If the applicant 
and FDA agree, the applicant may 
submit tabulations of patient data and 
case report forms in a form other than 
hard copy, for example, on microfiche or 
computer tapes. 

(g) Other. The following general 
requirements apply to the submission of 
I information within the summary under 
piir>tgraph (c) of this section and within 
the technical sections under paragraph 
(<1) of this section. 

(1) The applicant ordinarily is not 
required to resubmit information 
previously submitted, but may 
incorporate the information by 
reference. A reference to information 
submitted previously is required to 
identify the file by name, reference 
number. volume, and page number in the 
agency's records where the information 
c«n be found. A reference to information 
submitted to the agency by a person 
°'her than the applicant is required to 
contain a written statement that 
authorises the reference and that is 
signed by the person who submitted the 
information. 

( 2 ) The applicant shall submit an 
accurate and complete English 
translation of each part of the 

^ plication that is not in English. Die 
applicant shall submit a copy of each 
°ngiria! literature publication for which 
English translation is submitted. 


(b) Format of an original application. 

(1) The applicant shall submit a 
complete archival copy of the 
application that contains the 
information required under paragraphs 
(a) through (0 of this section. FDA will 
maintain the archival copy during the 
review of the application to permit 
individual reviewers to refer to 
information that is not contained in their 
particular technical sections of the 
application, to give other agency 
personnel access to the application for 
official business, and to maintain in one 
place a complete copy of the 
application. An applicant may submit on 
microfiche the portions of the archival 
copy of the application described in 
paragraphs (b) through (d) of this 
section. Information relating to samples 
and labeling, described in paragraph (e) 
of this section, is required to be 
submitted in hard copy. Tabulations of 
patient data and case report forms, 
described in paragraph (f) of this 
section, may be submitted on microfiche 
only if the applicant and FDA agree. If 
FDA agrees, the applicant may use 
another suitable microform system. 

(2) The applicant shall submit a 
review copy of the application. Each of 
the technical sections (described in 
paragraph (d) (1) through (6) of this 
section) in the review copy is required to 
he separately bound with a copy of the 
application form required under 
paragraph (a) of this section and a copy 
of the summary required under 
paragraph (c) of this section. The 
applicant may obtain from FDA 
sufficient folders to bind the archival 
and review copies of the application. 

5 314.55 Abbreviated application. 

(a) An abbreviated application is an 
application in which reports of 
nonclinfcal laboratory studies and 
reports of clinical investigations (except 
those pertaining to in vivo 
bioavailability of the drug product) may 
be omitted. The information may be 
omitted when the Food and Drug 
Administration has determined that the 
information already available to it is 
adequate to establish that a particular 
dosage form of a drug meets the 
statutory standards for safety and 
effectiveness. An abbreviated 
application will usually be reserved Tor 
duplicates of drug products previously 
approved under a full application under 
§314.50. An abbreviated application is 
not required to comply with the 
requirements in § 314.50 (c). (d)(2). (4), 

(5). (6). and (f). 

(b) FDA will file an abbreviated 
application only if it has made a finding 
that an abbreviated application is 
suitable for a drug product. If FDA finds 


that a drug product may be approved for 
marketing on the basis of an 
abbreviated application, it will make 
that finding publicly available, os 
follows: 

(1) If the finding applies to a broad 
category of drug products, the agency 
will amend § 314.56 to identify the 
category in that section. 

(2) If the finding applies to a drug 
product because it is so closely related 
to a product for which an abbreviated 
application is suitable that the same 
conclusions about safety and 
effectiveness apply to it, the agency will 
make the finding public by updating its 
list of drug products for which 
abbreviated applications are suitable. 
The list is available from the National 
Technical Information Service. 
Department of Commerce. 5285 Port 
Royal Rd.. Springfield. VA 22161. 

(3) If the finding applies to duplicates 
of a drug product that is subject to 
FDA’s Drug Efficacy Study 
Implementation program (a review of 
drug products approved as safe between 
1938 and 1962). the agency will make 
that finding public through a notice 
published in the Federal Register. 

(c)(1) A finding by FDA that an 
abbreviated application is suitable for a 
drug product applies only to a product 
that is the same in active ingredient, 
dosage form and strength, route of 
administration, and conditions of use as 
the drug product that was the subject of 
the finding. For drug product that is 
similar but different in one or more of 
these characteristics, an abbreviated 
application will be accepted only if FDA 
has made a separate finding of 
suitability. However, filing of on 
abbreviated application for a drug 
product docs not signify that the product 
is safe and effective until the application 
is approved. 

(2) A finding that a drug product is a 
new drug because it is similar to a 
product that is a new drug, and is 
therefore subject to the requirements of 
this part, does not include a finding that 
an abbreviated application is suitable 
for the similar product. 

(3) A finding that a single-active entity 
drug product is safe and effective and 
that an abbreviated application is 
suitable is not a basis for determining 
that a combination drug product 
containing that entity as one of its 
ingredients is either safe or effective or 
that an abbreviated application is 
suitable. Die finding also is not a basis 
for determining that the combination 
drug product meets all of the 
requirements for combination drugs as 
described in § 300 50. 
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(d) (1) A person may seek a 
determination of the suitability of an 
abbreviated application for a product 
that the person believes is similar or 
related to a drug product that has been 
declared to be suitable for an 
abbreviated application. Extension of 
the finding that a drug product is safe 
and effective to another product will 
ordinarily be limited to other dosage 
forms for the same route of 
administration or to closely related 
ingredients. If preclinical or clinical 
evidence is needed to support the safety, 
or if clinical evidence is needed to 
support the effectiveness, of the 
proposed product, then an abbreviated 
application is not appropriate for the 
similar or related drug product. 

(2) A person seeking a determination 
that an abbreviated application is 
suitable for a similar or related drug 
product shall use the petition procedures 
established in 5 10.30. The petitioner 
shall set forth the reasons that justify 
extending the finding that an 
abbreviated application is suitable for 
one product to the similar or related 
product proposed to be marketed. 

(3) An application submitted in the 
form of an abbreviated application for a 
drug product thut has not been the 
subject of a finding that allows an 
abbreviated application for the product 
will be considered to be a petition under 
{ 10.30 and will be processed as such. 

(e) Each abbreviated application is 
required to contain a reference to FDA’s 
finding that an abbreviated application 
is suitable for the specific product that is 
the subject of the application and to 
contain both an archival and a review 
copy of the application. 

(1) The applicant shall submit a 
complete archival copy of the 
application that contains the 
information required under { 314.50 (a), 

(b), (d)(1) and (3). (e). and (g). An 
applicant may submit the archival copy 
of the application on microfiche or, if 
FDA agrees, another suitable microform 
system. 

(2) The applicant shall submit a 
review copy that contains the technical 
sections described in ( 314.50(d)(1) and 

(3). Each of the technical sections in the 
review copy is required to be separately 
bound with a copy of the application 
form required under $ 314.50(a). 

(3) The applicant may obtain from 
FDA sufficient folders to bind the 
archival and the review copies of the 
application. 

$314.56 Drug products for which 
abbreviated applications ere suitable. 

Abbreviated applications are suitable 
for the following drugs within the limits 
set forth in $ 314.55(c): 


(a) Duplicates of drug products that 
were first approved before October 10. 
1962, and reformulations of these 
products, if the original or reformulated 
product has been evaluated as part of 
the drug efficacy study and announced 
by notice in the Federal Register as 
effective for one or more indications, 
and if the Food and Drug Administration 
has made a finding that an abbreviated 
application is suitable. 

(b) [Reserved] 

(c) Drug products that are very closely 
related to a product described in 
paragraph (a) of this section and that 
are subject to a separate finding of 
suitability for marketing under an 
abbreviated application. 

(d) Drug products that contain a 
chlorofluorocarbon determined to be an 
essential use and identified in 

$ 2.125(h)(2) as suitable for an 
abbreviated application. 

(e) Duplicates of an antibiotic drug for 
which FDA has approved an 
application. 

} 314.60 Amendments to an unapproved 
application. 

The applicant may submit an 
amendment to an application that is 
filed under $ 314.100, but not yet 
approved. The submission of a major 
amendment (for example, an 
amendment that contains significant 
new data from a previously unreported 
study or detailed new analyses of 
previously submitted data), whether on 
the applicant’s own initiative or at the 
invitation of the agency, constitutes an 
agreement by the applicant under 
section 505(c) of the act to extend the 
date by which the agency i 9 required to 
reach a decision on the application. 
Ordinarily, the agency will extend the 
review period for a major amendment 
but only for the time necessary to 
review the new information. However, 
the agency may not extend the review 
period more than 180 days. If the agency 
extends the review period for the 
application, the director of the division 
responsible for reviewing the 
application will notify the applicant of 
the length of the extension. The 
submission of an amendment that is not 
a major amendment will not extend the 
review period. 

$ 314.65 Withdrawal by the applicant of an 
unapproved application. 

An applicant may at any time 
withdraw an application that Is not yet 
approved by notifying the Food and 
Drug Administration in writing. The 
agency will consider an applicant's 
failure to respond within 10 days to an 
approvable letter under $ 314.110 or a 
not approvable letter under $ 314.120 to 


be a request by the applicant to 
withdraw the application. A decision to 
withdraw the application is without 
prejudice to refiling. The agency will 
retain the application and will provide a 
copy to the applicant on request under 
the fee schedule in $ 20.42 of FDA’s 
public information regulations. 

$ 314.70 Supplements and other changes 
to an approved application. 

(a) Changes to an approved 
application. The applicant shall notify 
the Food and Drug Administration about 
each change in each condition 
established in an approved application 
beyond the variations already provided 
for in the application. The notice is 
required to describe the change fully. 
Depending on the type of change, the 
applicant shall notify FDA about it In a 
supplemental application under 
paragraph (b) or (c) of this section or by 
inclusion of the information in the 
annual report to the application under 
paragraph (d) of this section. 
Notwithstanding the requirements of 
paragraphs (b) and (c) of this section, an 
applicant shall make a change provided 
for in those paragraphs (for example, the 
deletion of an ingredient common to 
many drug products) in accordance with 
a guideline, notice, or regulation 
published in the Federal Register that 
provides for a less burdensome 
notification of the change (for example, 
by notification at the time a supplement 
is submitted or in the next annual 
report). 

(b) Supplements requiring FDA 
approval before the change is made. An 
applicant shall submit a supplement, 
and obtain FDA approval of it, before 
making the changes listed below in the 
conditions in an approved application, 
unless the change is made to comply 
with an official compendium. An 
applicant may ask FT)A to expedite its 
review of a supplement if a delay in 
making the change described in it would 
impose an extraordinary hardship on 
the applicant. Such a supplement and its 
mailing cover should be plainly marked: 
“Supplement—Expedited Review 
Requested." 

(1) Drug substance . A change affecting 
the drug substance to accomplish any of 
the following: 

(i) To relax the limits for a 
specification: 

(ii) To establish a new regulatory 
analytical method; 

(iii) To delete a specification or 
regulatory analytical method: 

(iv) To change the synthesis of the 
drug substance, including a change in 
solvents and a change in the route of 
synthesis. 
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(v) To use a different facility or 
establishment to manufacture the drug 
substance, where: (a) the manufacturing 
process in the new facility or 
established differs materially from that 
In the former facility or establishment, 
or (b) the new facility or establishment 
has not received a satisfactory current 
good manufacturing practice (CCMP) 
inspection within the previous 2 years 
covering that manufacturing process. 

(2) Drug product A change affecting 
the drug product to accomplish any of 
the following: 

(i) To add or delete an ingredient, or 
otherwise to change the composition of 
the drug product, other than deletion of 

an ingredient intended only to affect the “ 
color of the drug product: 

(ii) To relax the limits for a 
specification; 

(iii) To establish a new regulatory 
analytical method: 

(iv) To delete a specification or 
regulatoiy analytical method; 

(v) To change the method of 
manufacture of the drug product, 
including changing or relaxing an in- 
process control: 

(vi) To use a different facility or 
establishment, including a different 
contract laboratory or labeler, to 
manufacture, process, or pack the drug 

product: 

(vii) To change the container and 
closure system for the drug product (for 
example, glass to high density 
polyethylene (HDPE), or HDPE to 
polyvinyl chloride) or change a 
specification or regulatory analytical 
method for the container and closure 
system; 

(viiij To change the size of the 
! container, except for solid dosage forms, 
without a change in the container and 
closure system. 

(ix) To extend the expiration date of 
the drug product based on data obtained 
under a new or revised stability testing 
protocol that has not been approved in 

i the application. 

(x) To establish a new procedure for 

I repressing a batch of the drug product 
that fails to meet specifications. 

13) Labeling . Any change in labeling, 
except one described in paragraph (c)(2) 
or (d) of this section. 

(c) Supplements for changes that may 
be made before FDA approval. An 
applicant shall submit a supplement at 
the time the applicant makes any kind of 
change listed below in the conditions in 
an approved application, unless the 
change is made to comply with an 
official compendium. A supplement 
u nder this paragraph is required to give 
a full explanation of the basis for the 
^•angc. identify the date on which the 
diange is made, and, if the change 


concerns labeling, include 12 copies of 
final printed labeling. The applicant 
shall promptly revise ail promotional 
labeling and drug advertising to make it 
consistent with any change in the 
labeling. The supplement and its mailing 
cover should be plainly marked: 

’‘Special Supplement-Changes Being 
Effected/’ 

(1) Adds a new specification or test 
method or changes in the methods, 
facilities (except a change to a new 
facility), or controls to provide increased 
assurance that the drug will have the 
characteristics of identity, strength, 
quality, and purity which it purports or 
is represented to possess: 

(2) Changes labeling to accomplish 
any of the following: 

(i) To add or strengthen a 
contraindication, warning, precaution, 
or adverse reaction; 

(ii) To add or strengthen a statement 
about drug abuse, dependence, or 
overdosage; or 

(iii) To add or strengthen an 
instruction about dosage and 
administration that is intended to 
increase the safe use of the product. 

(iv) To delete false, misleading, or 
unsupported indications for use or 
claims for effectiveness. 

(3) To use a different facility or 
establishment to manufacture the drug 
substance, where: (i) The manufacturing 
process in the new facility or 
establishment docs not differ materially 
from that in the former facility or 
establishment, and (ii) the new facility 
or establishment has received a 
satisfactory current good manufacturing 
practice (CGMP) inspection within the 
previous 2 years covering that 
manufacturing process. 

(d) Changes described in the annual 
report . An applicant shall not submit a 
supplement to make any change in the 
conditions in an approved application, 
unless otherwise required under 
paragraph (b) or (c) of this section, but 
shall describe the change in the next 
annual report required under § 314.81. 
Some examples of changes that can be 
described in the annual report are the 
following: 

(1) Any change made to comply with 
an official compendium. 

(2) A change in the labeling 
concerning the description of the drug 
product or in the information about how 
the drug product is supplied, that does 
not involve a change in the dosage 
strength or dosage form. 

(3) An editorial or similar minor 
change in labeling. 

(4) The deletion of an ingredient 
intended only to affect the color of the 
drug product. 


(5) An extension of the expiration 
date based upon full shelf-life data 
obtained from a protocol approved in 
the application. 

(6) A change within the container and 
closure system for the drug product (for 
example, a change from one high density 
polyethylene (HDPE) to another HDPE), 
except a change in container size for 
nonsolid dosage forms, based upon a 
showing of equivalency to the approved 
system under a protocol approved in the 
application or published in an official 
compendium. 

(7) The addition or deletion of an 
alternate analytical method. 

(8) A change in the size of a container 
for a solid dosage form, without a 
change from one container and closure 
system to another. 

§314.71 Procedures for submission of a 
supplement to an approved application. 

(a) Only the applicant may submit a 
supplement to an application. 

(b) All procedures and actions that 
apply to an application under § 314.50 
and an abbreviated application under 
§ 314.55 also apply to supplements, 
except that the information required in 
the supplement is limited to that needed 
to support the change. A supplement is 
required to contain an archival copy and 
a review copy that include an 
application form and appropriate 
technical sections, samples, and 
labeling. 

(c) All procedures and actions that 
apply to applications under this part, 
including actions by applicants and the 
Food and Drug Administration, also 
apply to supplements. 

§ 314.72 Change In ownership of an 
application. 

(a) An applicant may transfer 
ownership of its application. At the time 
of transfer the new and former owners 
are required to submit information to the 
Food and Drug Administration as 
follows: 

(1) The former owner shall submit a 
letter or other document that states that 
all rights to the application have been 
transferred to the new owner. 

(2) The new owner shall submit an 
application form signed by the new 
owner and a letter or other document 
containing the following: 

(i) The new owner’s commitment to 
agreements, promises, and conditions 
made by the former owner and 
contained in the application; 

(Is) The date that the change is 
ownership is effective: and 

(iii) Either a statement that the new 
owner has a complete copy of the 
approved application, including 
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supplements and records that are 
required to be kept under § 314.81, or a 
request for a copy of the application 
from FDA’s files. FDA will provide a 
copy of the application to the new 
owner under the fee schedule in § 20.42 
of FDA’s public information regulations. 

(b) The new owner shall advise FDA 
about any change in the conditions in 
the approved application under § 314.70, 
except the new owner may advise FDA 
in the next annual report about a change 
in the drug product’s label or labeling to 
change the product’s brand or the name 
of Its manufacturer, packer, or 
distributor. 

§ 314.80 Postmartetlng reporting of 
adverse drug experiences. 

(a) Definitions. The following 
definitions of terms apply to this section: 

"Adverse drug experience" means any 
adverse event associated with the use of 
a drug in humans, whether or not 
considered drug related, including the 
following: an adverse event occurring in 
the course of the use of a drug product in 
professional practice: an adverse event 
occurring from drug overdose, whether 
accidental or intentional: an adverse 
event occurring from drug abuse; an 
adverse event occurring from drug 
withdrawal: and any significant failure 
of expected pharmacological action. 

"Increased frequency" means an 
absolute increase in the number of 
reports of an adverse drug experience 
received during a specified time period 
compared to the number of similar 
adverse drug experience reports 
received during an equivalent time 
period in the past. 

"Serious" means an adverse drug 
experience that is life threatening, is 
permanently disabling, requires 
inpatient hospitalization, or requires 
prescription drug therapy. In addition, 
an adverse drug experience with one of 
the following outcomes is always 
considered serious: death, congenital 
anomaly, cancer, or overdose. 

"Unexpected" means an adverse drug 
experience that is not listed in the 
current labeling for the drug and 
includes an event that may be 
symptomatically and 
pathophysiologically related to an event 
listed in the labeling, but differs from the 
event because of greater severity or 
specificity. For example, under this 
definition, hepatic necrosis would be 
unexpected (by virtue of greater 
severity) if the labeling only referred to 
elevated hepatic enzymes or hepatitis. 
Similarly, cerebral thromboembolism 
and cerebral vasculitis would be 
unexpected (by virtue of greater 
specificity) if the labeling only listed 
cerebral vascular accidents. 


(b) Review of adverse drug 
experiences. Each applicant having an 
approved application under { 314.50 or 
S 314.55 shall promptly review all 
adverse drug experience information 
obtained or otherwise received by the 
applicant from any source, foreign or 
domestic, including information derived 
from commercial marketing experience, 
postmarketing clinical investigations, 
postmarketing epidemiological/ 
surveillance studies, reports in the 
scientific literature, and unpublished 
scientific papers. 

(c) Reporting requirements. The 
applicant shall report to FDA adverse 
drug experience information, as 
described in this section. The applicant 
shall submit two copies of each report 
described in this section to the Division 
of Drug and Biological Product 
Experience (HFN-70), Center for Drugs 
and Biologies. Food and Drug 
Administration. 5600 Fishers Une, 
Rockville. MD 20857. FDA may waive 
the requirement for the second copy in 
appropriate instances. 

(1) Fifteen-day "Alert reports. ” (i) The 
applicant shall report each adverse drug 
experience that is both serious and 
unexpected, regardless of source, as 
soon as possible but in any case within 
15 working days of initial receipt of the 
information. These reports are required 
to be submitted on Form FDA-1639 
(Drug Experience Report). The applicant 
shall promptly investigate all adverse 
drug experiences that are the subject of 
these 15-day Alert reports and shall 
submit followup reports within 15 
working days of receipt of new 
information or as requested by FDA. If 
additional information is not obtainable, 
a followup report may be required that 
describes briefly the steps taken to seek 
additional Information and the reasons 
why it could not be obtained. These 15- 
day Alert reports and followups to them 
are required to be submitted under 
separate cover and may not be included, 
except for summary or tabular purposes, 
in a periodic report. 

(iij The applicant shall review 
periodically (at least as often as the 
periodic reporting cycle) the frequency 
of reports of adverse drug experiences 
that are both serious and expected, 
regardless of source, and report any 
significant increase in frequency as soon 
as possible but in any case within 15 
working days of determining that a 
significant increase in frequency exists. 
Upon written notice, FDA may require 
that applicants review the frequency of 
reports of serious, expected adverse 
drug experiences at intervals different 
than the periodic reporting cycle. 

Reports of a significant increase in 
frequency are required to be submitted 


in narrative form (including the time 
period on which the increased frequent y 
is based, the method of analysis, and the 
interpretation of the results), rather than 
using Form FDA-1639. Fifteen-day Alert 
reports based on increased frequency 
are required to be submitted under 
separate cover and may not be included, 
except for summary purposes, in a 
periodic report. 

(iii) The requirements of paragraph 
(c)(1) (i) and (H) of this section, 
concerning the submission of 15-day 
alert reports, shall also apply to any 
person (other than the applicant) whot>" 
name appears on the label of an 
approved drug product as a 
manufacturer, packer, or distributor. 
However, in order to avoid unnecessarv 
duplication in the submission to FDA. 
and followup to. reports required by 
paragraph (c)(1) (i) and (ii) of this 
section, obligations of a nonapplicant 
may be met by submission of all reports 
of serious adverse drug experiences to 
the applicant. If a nor,applicant elects to 
submit adverse drug experience reports 
to the applicant rather than to FDA, it 
shall submit each report to the applicant 
within 3 working days of its receipt by 
the nonapplicant, and the applicant 
shall then comply with the requirements 
of this section. Under this circumstance, 
the nonapplicant shall maintain a record 
of this action which shall include: 

(a) A copy of the drug experience 
report. 

f b ) Date the report was received by 
the nonapplicant. 

(<?) Date the report was submitted to 
the applicant. 

(</) Name and address of the 
^applicant. 

(iv) Each report submitted under this 
paragraph shall bear prominent 
identification as to its contents. i.e« "15- 
day Alert report" or "15<Jay Alert 
report—followup." 

(2) Periodic adverse drug experience 
reports, (i) The applicant shall report 
each adverse drug experience not 
reported under paragraph (c)(l)(i) of this 
section at quarterly intervals, for 3 yean 
from the date of approval of the 
application, and then at annua) 
intervals. The applicant shall submit 
each quarterly report within 30 days of 
the close of the quarter (the first quarter 
beginning on the dale of approval of the 
application) and each annual report 
within 60 days of the anniversary date 
of approval of the application. Upon 
written notice, FDA may extend or 
reestablish the requirement that an 
applicant submit quarterly reports, or 
require that the applicant submit reports 
under this section at different times than 
those stated. For example, the agency 
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may reestablish a quarterly reporting 
requirement following the approval of a 
major supplement. Followup information 
to adverse drug experiences submitted 
in a periodic report may be submitted in 
the next periodic report. 

(ii) Each periodic report is required to 
contain: (a) a narrative summary and 
analysis of the information in the report 
and an analysis of the 15-day Alert 
reports submitted during the reporting 
interval (all 15-day Alert reports being 
ippropriately referenced by the 
applicant's patient identification 
number, adverse reaction term(s), and 
date of submission to FDA); (6) a Form 
FDA-1639 (Drug Experience Report) for 
each adverse drug experience not 
reported under paragraph (c)(l)(i) of this 
section (with an index consisting of a 
line listing of the applicant's patient 
identification number and adverse 
reaction term(s); and (c) a history of 
actions taken since the last report 
because of adverse drug experiences 
(for example, labeling changes or 
studies-initiated). 

(iii) Periodic reporting, except for 
information regarding 15-day Alert 
reports, does not apply to adverse drug 
experience information obtained from 
pi^tmarketing clinical trials (whether or 
not conducted under an investigational 
new drug application), from reports in 
the scientific literature, and from foreign 
marketing experience. 

(cl) Scientific literature. (1) A 15-day 
Alert report based on information from 
the scientific literature is required to be 
accompanied by a copy of the published 
article. The 15-day reporting 
requirements in paragraph (c)(l)(i) of 
this section (i.e., serious, unexpected 
adverse drug experiences) apply only to 
reports found in scientific and medical 
journals either as case reports or as the 
result of a formal clinical trial. The 15- 
day reporting requirements in paragraph 
(c)(l](ii) of this section (i.e., a significant 
increase in frequency of a serious, 
expected adverse drug experience) 
apply only to reports found in scientific 
and medical journals either as the result 
of a formal clinical trial, or from 
epidemiologic studies or analyses of 
experience in a monitored series of 
patients. 

(2) As with all reports submitted 
under paragraph (c)(l)(i) of this section, 
reports based on the scientific literature 
shall be submitted on Form FDA-1639 or 
comparable format as prescribed by 
paragraph (f) of this section. In cases 
where the applicant believes that 
preparing the Form FDA-1639 
constitutes an undue hardship, the 
applicant may arrange with the Division 
of Drug and Biological Product 


Experience for an acceptable alternative 
reporting format. 

(e) Postmarketing epidemiological7 
surveillance studies. Adverse drug 
experiences from postmarketing 
epidemiological/surveillance studies, 
except for 15-day Alert reports, may be 
submitted following the completion of 
the study in the next periodic report. (A 
study is considered completed 1 year 
after it is concluded.) The applicant 
shall separate and clearly mark reports 
of adverse drug experiences that occur 
during such a postmarketing study as 
being distinct from those experiences 
that are being reported spontaneously to 
the applicant. Applicants are 
encouraged to submit such reports 
utilizing an alternative format to Form 
FDA-1639, as provided in paragraph 

(f)(3) of this section. 

(f) Reporting Form FDA-1639. (1) 
Except as provided in paragraphs 
(c)(l)(ii) and (f)(3) of this section, the 
applicant shall complete a Form FDA- 
1639 (Drug Experience Report) for each 
report of an adverse drug experience. 

(2) Each completed Form FDA-1639 
should refer only to an individual 
patient or a single attached publication. 

(3) Instead of using Form FDA-1639, 
an applicant may use a computer- 
generated FDA-1639 or other alternative 
format (e g., a computer-generated tape 
or tabular listing) provided that: (i) The 
content of the alternative format is 
equivalent in all elements of information 
to those specified in Form FDA-1639; 
and (ii) the format is agreed to in 
advance by the Division of Drug and 
Biological Experience (HFN-730). 

(4) Single copies of Form FDA-1639 
may be obtained from the Division of 
Drug and Biological Product Experience 
(HFN-730). Center for Drugs and 
Biologies, Food and Drug 
Administration, 5600 Fishers Lane. 
Rockville. MD 20657. Supplies of Form 
FDA-1639 may be obtained from the 
PHS Forms and Publications 
Distribution Center, 12100 Parklawn Dr., 
Rockville, MD 20857. 

(g) Multiple reports . An applicant 
should not include in reports under this 
section any adverse drug experiences 
that occurred in clinical trials If they 
were previously submitted as part of the 
approved application. If a report applies 
to a drug for which an applicant holds 
more than one approved application, the 
applicant should submit the report to the 
application that was first approved. If a 
report refers to more than one drug 
marketed by an applicant, the applicant 
should submit the report to the 
application for the drug listed first in the 
report. 


(h) Patient privacy. An applicant 
should not include in reports under this 
section the names and addresses of 
individual patients: instead, the 
applicant should assign a unique code 
number to each report, preferably not 
more than eight characters in length. 

The applicant should include the name 
of the reporter from whom the 
information was received. Names of 
patients, health care professionals, 
hospitals, and geographical identifiers in 
adverse drug experience reports are not 
resaleable to the public under FDA's 
public information regulations in Part 20. 

(i) Recordkeeping. The applicant shall 
maintain for a period of 10 years records 
of all adverse drug experiences known 
to the applicant, including raw data and 
any correspondence relating to adverse 
drug experiences. 

(j) Guideline . FDA has prepared under 
S 10.90(b) a guideline for the submission 
of reports of adverse drug experiences 
and suggested followup investigation of 
reports. 

(k) Withdrawal of approval. If an 
applicant fails to establish and maintain 
records and make reports required 
under this section, FDA may withdraw 
approval of the application and. thus, 
prohibit continued marketing of the drug 
product that is the subject of the 
application. 

(l) Disclaimer. A report or information 
submitted by an applicant under this 
section (and any release by FDA of that 
report or information) does not 
necessarily reflect a conclusion by the 
applicant or FDA that the report or 
information constitutes an admission 
that the drug caused or contributed to an 
adverse effect. An applicant need not 
admit, and may deny, that the report or 
information submitted under this section 
constitutes an admission that the drug 
caused or contributed to an adverse 
effect. For purposes of this provision, the 
term "applicant" also includes any 

• person reporting under paragraph 
(c)(l)(iii) of this section. 

§ 314.81 Other postmarketing reports. 

(a) Applicability. Each applicant shall 
make the reports for each of its 
approved applications and abbreviated 
applications required under this section 
and sections 505(j) and 507(g) of the act. 

(b) Reporting requirements. The 
applicant shall submit to the Food and 
Drug Administration at the specified 
times two copies of the following 
reports: 

(1) NDA—Field alert report The 
applicant shall submit information of the 
following kinds about distributed drug 
products and articles to the FDA district 
office that is responsible for the facility 
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involved within 3 working days of 
receipt by the applicant The 
information may be provided by 
telephone or other rapid communication 
means, with prompt written followup. 
The report and its mailing cover should 
be plainly marked: ”NDX—Field Alert 
Report” 

(1) Information concerning any 
incident that causes the drug product or 
its labeling to be mistaken for. or 
applied to. another article. 

(ii) Information concerning any 
bacteriological contamination, or any 
significant chemical, physical, or other 
change or deterioration in the 
distributed drug product or any failure 
of one or more distributed batches of the 
drug product to meet the specifications 
established for it in the application. 

(2) Annua! report. The applicant shall 
submit the following information in the 
order listed each year within 00 days of 
the anniversary date of approval of the 
application. The applicant shall submit 
the report to the FDA division 
responsible for reviewing the 
application Each annual report is 
required to be accompanied by a 
completed transmittal Form FDA-2252 
(Transmittal of Periodic Reports for 
Drugs for Human Use) which may be 
obtained from the PHS Forms and * 
Publications Distribution Center. 12100 
Parklawn Dr., Rockville. MD 20857, and 
is required to include all the information 
required under this section that the 
applicant received or otherwise 
obtained during the annual reporting 
interval which ends on the anniversary 
date. The report is required to contain 
the following: 

(i) Summary. A brief summary of 
significant new information from the 
previous year that might affect the 
safety, effectiveness, or labeling of the 
drug product. The report is also required 
to contain a brief description of actions 
the applicant has taken or intends to 
take as a result of the new information, 
for example, submit a labeling 
supplement, add a warning to the 
labeling, or initiate a new study. 

(ii) Distribution data. Information 
about the quantity of the drug product 
distributed under the approved 
application, including that distributed to 
distributors. Hie information is required 
to include the National Drug Code 
(NDC) number, the total number of 
dosage units of each strength or potency 
distributed (e.g.. 100.000/5 milligram 
tablets. 50.000/10 milliliter vials], and 
the quantities distributed for domestic 
use and the quantities distributed for 
foreign use. Disclosure of financial or 
pricing data is not required. 

(lii) Labeling. Currently used 
professional labeling, patient brochures 


or package inserts (if any), a 
representative sample of the package 
labels, and a summary of any changes in 
labeling that have been made since the 
last report listed by date in the order in 
which they were implemented, or if no 
changes, a statement of that fact. 

(iv) Chemistry, manufacturing, and 
controls changes . [a) Reports of 
experiences, investigations, studies, or 
tests involving chemical or physical 
properties, or any other properties of the 
drug (such os the drug’s behavior or 
properties in relation to microorganisms, 
including both the effects of the drug on 
microorganisms and the effects of 
microorganisms on the drug). These 
reports are only required for new 
information that may affect FDA’s 
previous conclusions about the safety or 
effectiveness of the drug product 

(6) A full description of the 
manufacturing and controls changes not 
requiring a supplemental application 
under 9 314.70 (b) and (c). listed by date 
in the order in which they were 
implemented. 

(v) None!ini cal laboratory studies. 
Copies of unpublished reports and 
summaries of published reports of new 
toxicological Endings in animal studies 
and in vitro studies (e.g., mutagenicity) 
conducted by. or otherwise obtained by, 
the applicant concerning the ingredients 
in the drug product. The applicant shall 
submit a copy of a published report If 
requested by FDA. 

(vi) Clinical data, (a) Published 
clinical trials of the drug (or abstracts of 
them), including clinical trials on safety 
and effectiveness; clinical trials on new 
uses; biopharmaceutic. pharmacokinetic, 
and clinical pharmacology studies; and 
reports of clinical experience pertinent 
to safety (for example, epidemiologic 
studies or analyses of experience in a 
monitored series of patients) conducted 
by or otherwise obtained by the 
applicant Review articles, papers 
describing the use of the drug product in 
medical practice, papers and abstracts 
in which the drug is used as a research 
tool, promotional articles, press 
clippings, and papers that do not contain 
tabulations or summaries of original 
data should not be reported. 

(6) Summaries of completed 
unpublished clinical trials, or 
prepublication manuscripts if available, 
conducted by, or otherwise obtained by, 
the applicant. Supporting information 
should not be reported. (A study is 
considered completed 1 year after it is 
concluded.) 

(vii) Status reports. A statement on 
the current status of any postmarketing 
studies performed by. or on behalf of. 
the applicant. To facilitate 
communications between FDA and the 


applicant, the report may. at the 
applicant’s discretion, also contain a list 
of any open regulatory business with 
FDA concerning the drug product 
subject to the application. 

(3) Other reporting —(i) 
Advertisements and promotional 
labeling.. The applicant shall submit 
specimens of mailing pieces and any 
other labeling or advertising devised fur 
promotion of the drug product at the 
time of initial dissemination of the 
labeling and at the time of initial 
publication of the advertisement for a 
prescription drug product. Mailing 
pieces and labeling that are designed to 
contain samples of a drug product are 
required to be complete, except the 
sample of the drug product may be 
omitted. Each submission is required to 
be accompanied by a completed 
transmittal Form FDA-2253 (Transmit t .1 
of Advertisements and Promotional 
Labeling for Drugs for Human Use) and 
is required to include a copy of the 
product’s current professional labeling 
Form FDA-2253 may be obtained from 
the PHS Forms and Publications 
Distribution Center, 12100 Parklawn Dr . 
Rockville, MD 20857. 

(ii) Special reports. Upon written 
request the agency may require that thi* 
applicant submit the reports under this 
section at different times than those 
stated. 

(c) General requirements — (1) 
Multiple applications. For all reports 
required by this section, the applicant 
shall submit the information common to 
more than one application only to the 
application first approved, and shall not 
report separately on each application 
The submission is required to identify 
all the applications to which the report 
applies. 

(2) Patient identification. Applicants 
should not include in reports under this 
section the names and addresses of 
individual patients; instead, the 
applicant should code the patient nanvs 
whenever possible and retain the code 
in the applicant’s files. The applicant 
shall maintain sufficient patient 
identification information to permit 
FDA, by using that information alone or 
along with records maintained by the 
investigator of a study, to identify the 
name and address of individual patient* 
this will ordinarily occur only when the 
agency needs to investigate the report* 
further or when there is reason to 
believe that the reports do not represent 
actual results obtained. 

(d) Withdrawal of approval . If /in 
applicant fulls to make reports required 
under this section. FDA may withdraw 
approval of the application and. thus, 
prohibit continued marketing of the drug 
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;oduct that is the subject of the 
application. 

§314.90 Waivers. 

(8) An applicant may ask the Food 
and Drug Administration to waive under 
this section any requirement that applies 
to the applicant under §5 314.50 through 
314.81. An applicant may ask FDA to 
waive under § 314.120(c) any criteria of 
an adequate and well-con trolled study 
described In { 314.126(b). A waiver 
request under this section is required to 
bi submitted with supporting 
d< umentation in an application, or in 
an amendment or supplement to an 
application. The waiver request is 
squired to contain one of the following: 

(1) An explanation why the 
applicant’s compliance with the 
requirement Is unnecessary or cannot be 
achieved: 

(2) A description of an alternative 
submission that satisfies the purpose of 
the requirement; or 

(3) Other information justifying a 

w diver. 

(b) FDA may grant a waiver if it finds 
one of the following: 

(1) The applicant’s compliance with 
the requirement is unnecessary' for the 
.ipency to evaluate the application or 

• mpliance cannot be achieved; 

(2) The applicant’s alternative 
Emission satisfies the requirement: or 

(3) The applicant’s submission 
otherwise justifies a waiver. 

Subpart C—FDA Action on 
Applications 

§ 314.100 Time frames for reviewing 

applications. 

(a) Within 180 days of receipt of an 
application, the Food and Drug 
‘wiministration will review it and send 
tlie applicant either an approval letter 
under § 314.106. an approvnble letter 
under § 314.110, or a not approvable 
letter under $ 314.120. This 180-day 
Period is called the “review clock.” 

lb) During the review period an 
applicant may withdraw an application 
u ider { 314.65 and later resubmit it 
FDA will then follow the same 
procedure as if a new application were 
s Emitted. 

(c) The time period may be extended 
by mutual agreement between FDA and 

applicant or, as provided in ( 314.60. 
as the result of a major amendment 

5 314.101 Filing an application. 

(a) W ithin 60 days after the Food and 
Drug Administration receives an 
application, the agency will determine 
whether the application may be filed. 

The filing of an application means that 
FDA has made a threshold 

determination that the application is 


sufficiently complete to permit a 
substantive review. 

(b) If FDA finds that none of the 
reasons in paragraphs (d) and (e) of this 
section for refusing to file the 
application apply, the agency will file 
the application and notify the applicant 
in writing. The date of filing wiU be the 
date 60 days after the date FDA 
received the application. The dute of 
filing begins the 180-duy period 
described in section 505(c) of the act. 
This 180-day period is called the “filing 
clock.” 

(c) If FDA refuses to Hie the 
application, the agency will notify the 
applicant in writing and state the reason 
under paragraph (d) or (e) of this section 
for the refusal. If FDA refuses to file the 
application under paragraph (d) of this 
section, the applicant may request in 
wTiting within 30 days of the date of the 
agency's notification an informal 
conference w ith the agency about 
whether the agency should file the 
application. If following the informal 
conference the applicant requests that 
FDA file the application (with or without 
amendments to correct the deficiencies), 
the agency will file the application over 
protest under paragraph (b) of this 
section, notify the applicant in writing, 
and review it as filed. If the application 
is filed over protest the date of filing 

w ill be the date 60 days after the date 
the applicant requested the informal 
conference. The applicant need not 
resubmit a copy of an application that is 
filed over protest If FDA refuses to file 
the application under paragraph (e) of 
this section, the applicant may amend 
the application and resubmit it and the 
agency will make a determination under 
this section whether it may be filed. 

(d) FDA may refuse to file an 
application if any of the following 
applies. 

(1) The application does not contain a 
completed application form. 

(2) The application is not submitted in 
the form required under S 314.50 or 

S 314.55. 

(3) The application is incomplete 
because it does not on its face contain 
information required under section 
505(b) (1). (2). (3), (4). (5), and (6) or 
section 507 of the act and $ 314.50 or 

5 314.55. 

(4) The application does not contain 
an environmental impact analysis report 
analyzing under § 25.1 the 
environmental impact of the 
manufacturing process and the ultimate 
use or consumption of the drug. 

(5) The application does not contain 
an accurate and complete English 
translation of each part of the 
application that is not in English. 


(6) The application does not contain a 
statement for each nonclinical 
laboratory study that it was conducted 
in compliance with the requirements set 
forth in Part 58. or, for each study not 
conducted in compliance with Part 58. a 
brief statement of the reason for the 
noncompliance. 

(7) The application does not contain u 
statement for each clinical study that it 
was conducted in compliance with the 
institutional review board regulations in 
Part 56, or was not subject to those 
regulations, and that it was conducted in 
compliance with the informed consent 
regulations in Part 50; or, if the study 
was subject to but was not conducted in 
compliance with those regulations, the 
application does not contain a brief 
statement of the reason for the 
noncompliance. 

(e) The agency will refuse to file an 
application if any of the following 
applies: 

(1) The drug product that is the 
subject of the submission is already 
coverd by an approved application. 

(2) The submission purports to be an 
abbreviated application under § 314.55. 
but the drug product is not one for which 
FDA has made a finding that an 
abbreviated application is acceptable 
under $ 314.55(b). FDA will file a copy of 
the application as a citizen petition 
under { 10.30 seeking a finding under 

l 314.55 that an abbreviated application 
is acceptable for the drug product, and 
so notify the applicant in writing. 

(3) The drug product is subject to 
licensing by FDA under the Public 
Health Service Act (58 Slot 632 as 
amended (42 U.S.C. 201 et seq.)) and 
Subchapter F of Chapter 1 of Title 21 of 
the Code of Federal Regulations. 

(f) (1) Within 180 days after the date 
of filing, plus the period of time the 
review period was extended (if any). 
FDA will either (i) approve the 
application or (ii) issue a notice of 
opportunity for hearing if the applicant 
asked FDA to provide it an opportunity 
for a hearing on an application in 
response to an approvable letter or a not 
approvable letter. 

(2) This paragraph does not apply to 
applications that have been withdrawn 
from FDA review by the applicant. 

§314.102 Communication between FOA 
and applicants. 

(a) General principles. During the 
course of reviewing an application. FDA 
shall communicate with applicants 
about scientific, medical, and procedural 
issues that arise during the review 
process. Such communication may take 
the form of telephone conversations, 
letters, or meetings, whichever is most 
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appropriate to discuss the particular 
issue at hand. Communications shall be 
appropriately documented in the 
application in accordance with $ 10.65. 
Further details on the procedures for 
communication between FDA and 
applicants are contained in a staff 
manual guide that is publicly available. 

(b) Notification of easily correctable 
deficiencies. FDA reviewers shall make 
every reasonable effort to communicate 
promptly to applicants easily 
correctable deficiencies found in an 
application when those deficiencies are 
discovered, particularly deficiencies 
concerning chemistry, manufacturing, 
and controls issues. The agency will 
also inform applicants promptly of its 
need for more data or information or for 
technical changes in the application 
needed to facilitate the agency's review. 
This early communication is intended to 
permit applicants to correct such readily 
identified deficiencies relatively early in 
the review process and to submit an 
amendment before the review period 
has elapsed. Such early communication 
would not ordinarily apply to major 
scientific issues, which require 
consideration of the entire pending 
application by agency managers as well 
as reviewing staff. Instead, these major 
scientific issues will ordinarily be 
addressed in an action letter. 

(c) Ninety‘day conference. 
Approximately 90 days after the agency 
receives the application. FDA will 
provide applicants with an opportunity 
to meet with agency reviewing officials. 
The purpose of the meeting will be to 
inform applicants of the general 
progress and status of their applications, 
and to advise applicants of deficiencies 
which have been identified by that time 
and which have not already been 
communicated. This meeting will be 
available on applications for all new 
chemical entities and major new 
indications of marketed drugs. Such 
meetings will be held at the applicant's 
option, and may be held by telephone if 
mutually agreed upon. 

fd) End-of-review conference. At the 
conclusion of FDA's review of an 
application, as designated by the 
issuance of an approvable or not 
approvable letter. FDA will provide 
applicants with an opportunity to meet 
with agency reviewing officials. The 
purpose of the meeting will be to discuss 
what further steps need to be taken by 
the applicant before the application can 
be approved. This meeting will be 
available on all applications, with 
priority given to applications for new 
chemical entities and major new 
indications for marketed drugs. 

Requests for such meetings shall be 


directed to the director of the division 
responsible for reviewing the 
application. 

(e) Other meetings. Other meetings 
between FDA and applicants may be 
held, with advance notice, to discuss 
scientific, medical, and other issues that 
arise during the review process. 
Requests for meetings shall be directed 
to the director of the division 
responsible for reviewing the 
application. FDA will make every 
attempt to grant requests for meetings 
that involve important issues and that 
can be scheduled at mutually 
convenient times. However, "drop-in" 
visits (i.e., an unannounced and 
unscheduled visit by a company 
representative) are discouraged except 
for urgent matters, such as to discuss an 
important new safety issue. 

§ 314.103 Dispute resolution. 

(a) General. The Food and Drug 
Administration is committed to 
resolving differences between 
applicants and FDA reviewing divisions 
with respect to technical requirements 
for applications as quickly and amicably 
as possible through the cooperative 
exchange of information and views. 

(b) Administrative and procedural 
issues. When administrative or 
procedural disputes arise, the applicant 
should first attempt to resolve the 
matter with the division responsible for 
reviewing the application, beginning 
with the consumer safety officer 
assigned to the application. If resolution 
is not achieved, the applicant may raise 
the matter with the person designated as 
ombudsman, whose function shall be to 
investigate what has happened and to 
facilitate a timely and equitable 
resolution. Appropriate issues to raise 
with the ombudsman include resolving 
difficulties in scheduling meetings, 
obtaining timely replies to inquiries, and 
obtaining timely completion of pending 
reviews. Further details on this 
procedure are contained in a staff 
manual guide that is publicly available 
under FDA's public information 
regulations in Part 20. 

(c) Scientific and medical disputes. (1) 
Because major scientific issues are 
ordinarily communicated to applicants 
in an approvable or not approvable 
letter pursuant to { 314.110 or { 314.120, 
respectively, the "end-of-review 
conference” described in $ 314.102(d) 
will provide a timely forum for 
discussing and resolving, if possible, 
scientific and medical issues on which 
the applicant disagrees with the agency. 
In addition, the "ninety-day conference" 
described in § 314.102(c) will provide a 
timely forum for discussing and 


resolving, if possible, issues identified I 
by that date. I 

(2) When scientific or medical I 

disputes arise at other times during the I 
review process, applicants should I 

discuss the matter directly with the I 

responsible reviewing officials. If I 

necessary, applicants may request a I 

meeting with the appropriate reviewing I 

officials and management I 

representatives in order to seek a I 

resolution. Ordinarily, such meetings I 

would be held first with the Division I 
Director, then with the Office Director. I 
and finally with the Center Director if I 
the matter is still unresolved. Requests I 
for such meetings shall be directed to I 
the director of the division responsible I 
for reviewing the application. FDA will I 
make every attempt to grant requests for I 
meetings that involve important issues I 
and that can be scheduled at mutually I 

convenient times. I 

(3) In requesting a meeting designed to I 

resolve a scientific or medical dispute, I 
applicants may suggest that FDA seek I 
the advice of outside experts, in which I 
case FDA may. in its discretion, invite to I 
the meeting one or more of its advisory I 
committee members or other I 

consultants, as designated by the I 

agency. Applicants may also bring their I 
own consultants. For major scientific I 

und medical policy issues not resolved I 
by informal meetings, FDA may refer the I 
matter to one of is standing advisory I 
committees for its consideration and | 
recommendations. I 

$314,104 Drugs with potential for abuse I 

The Food and Drug Administration I 
will inform the Drug Enforcement ■ 

Administration under section 201(f) of I 

the Controlled Substances Act (21 U.S.G B . 

801) when an application is submitted I < 
for a drug that appears to have an abuse B \ 
potential. B « 

$314,105 Approval of an application, I 

(a) The Food and Drug Administration I 

will approve an application and send I 

the applicant an approval letter if none I 

of the reasons in $ 314.125 for refusing to B 
approve the application apply. The date B - 

of the agency's approval letter is the 1 
date of approval of the application. B i 

When FDA sends an applicant an I 

approval letter for an antibiotic, it will I 
promulgate a regulation under $ 314.300 B t 

providing for certification of the drug, if I 
necessary. A new drug product or I 

antibiotic may not be marketed until an B 
approval letter is issued. Marketing of I 
an antibiotic need not await the | 

promulgation of a regulation under I 

$ 314.300. I 

(b) FDA will approve an application I 
and issue the applicant an approval I 
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letter (rather than an approvabte letter 
under S 314.110) on the basis of draft 
labeling if the only deficiencies in the 
application concern editorial or similar 
minor deficiencies in the draft labeling. 
Such approval will be conditioned upon 
the applicant incorporating the specified 
labeling changes exactly as directed, 
and upon the applicant submitting to 
FDA a copy of the final printed labeling 
prior to marketing. 

(c) FDA will approve an application 
after it determines that the drug meets 
the statutory standards for safety and 
effectiveness, manufacturing and 
controls, and labeling. While the 
statutory standards apply to all drugs, 
the many kinds of drugs that are subject 
to them and the wide range of uses for 
those drugs demand flexibility in 
applying die standards. Thus FDA is 
required to exercise its scientific 
judgment to determine the kind and 
quantity of data and information an 
applicant is required to provide for a 
particular drug to meet them. FDA 
makes its views an drug products and 
classes of drugs available through 
guidelines, recommendations, and other 
Mo ments of policy. 

$ 314.106 Foreign data. 

fa] General The acceptance of foreign 
data In an application generally is 
gou medby jj 312.20. 

(b) As sole basis for market it# 
approval An application based solely 
or. s reign clinical date meeting U.S. 
criteria for marketing approval may be 
approved if: (1) The foreign data are 
applicable to the U.S. population and 
U.S medical practice; (2) the studies 
have been performed by clinical 
investigators of recognized competence: 
end (3) the data may be considered 
valid without the need for an on-site 
inspection by FDA or. If FDA considers 
*uch an inspection to be necessary. FDA 
is able to validate the data through an 
on site inspection or other appropriate 
means. Failure of an application to meet 
«nv of these criteria will result in the 
application not being approvable based 
on the foreign data alone. FDA will 
»PPiy Jhis policy in a flexible manner 
according to the nature of the drug and 
thr data being considered. 

(c) Consultation between FDA and 
applicants. Applicants are encouraged 
Jo meet with agency officials in a 

presubmission" meeting when approval 
tased solely on foreign data will be 
sought. 

1314 110 Approval# totter to the 

Wteant 

in selected circumstances it is useful 
jd the end of the review period for the 
food and Drug Administration to 


indicate to the applicant that the 
application is basically approvable 
providing certain Issues are resolved. 

An approvable letter may be issued in 
such circumstances. FDA will send the 
applicant an approvable letter if the 
application substantially meets the 
requirements of this part and the agency 
believes that it can approve the 
application if specific additional 
information or material is submitted or 
specific conditions (for example, certain 
changes in labeling] are agreed to by the 
applicant. The approvable letter will 
describe the information or material 
FDA requires or the conditions the 
applicant is asked to meet As a 
practical matter, the approvable letter 
will serve in most instances as a 
mechanism for resolving outstanding 
issues on drugs that are about to be 
approved and marketed. Within 10 days 
after the date of the approvable letter, 
the applicant shall either 

(a) Amend the application or notify 
FDA of an intent to file an amendment. 
The filing of an amendment or notice of 
intent to file an amendment constitutes 
an agreement by the applicant to extend 
the review period for 45 days after the 
date FDA receives the amendment. The 
extension is to permit the agency to 
review the amendment. 

(b) Withdraw the application. FDA 
will consider the applicant*s failure to 
respond within 10 days to an approvable 
letter to be a request by the applicant to 
withdraw the application under 9 314.65. 
A decision to withdraw an application is 
without prejudice to a refiling. 

(c) For a new drug, ask the agency to 
provide the applicant an opportunity for 
a hearing on the question of whether 
there are grounds for denying approval 
of the application under section 505(d) 
of the act. The applicant shall submit the 
request to the Division of Regulatory 
Affairs (liFN-380). Center for Drugs and 
Otologies. Food and Drug 
Administration. 5800 Fisher* Lane. 
Rockville. MD 20657. Within 60 day3 of 
the date of the approvable letter, or 
within a different time period to which 
FDA and the applicant agree, the agency 
w ill cither approve the application 
tinder § 314.105 or refuse to approve the 
application under § 314.125 and give the 
applicant written notice of an 
opportunity for a hearing under 

§ 314.200 and section 505(c)(2) of the act 
on the question of whether there are 
grounds for denying approval of the 
application under section 505(d) of the 
act. 

(d) For nn antibiotic, file a petition or 
notify FDA of an intent to file a petition 
proposing the issuance, amendment, or 
repeal of a regulation under ( 314 300 
and section 507(f) of the act. 


(e) Notify FDA that the applicant 
agrees to an extension of the review 
period under section 505(c) of the act. so 
that the applicant can determine 
whether to respond further under 
paragraph (a), (b). (c). or (d) of this 
section. The applicant's notice is 
required to state the length of the 
extension. FDA w ill honor any 
reasonable request for such an 
extension. FDA will consider the 
applicant's failure to respond further 
within the extended review period to be 
a request to withdraw the application 
under 9 314.05. A decision to withdraw 
an application is without prejudice to a 
refiling. 

9 314.120 Nol approvable letter to the 
applicant 

The Food and Drug Administration 
will send the applicant a not approvable 
letter if the agency believes that the 
application may not be approved for one 
of the reasons given in § 314.125. The 
not approvable letter will describe the 
deficiencies in the application. Within 

10 days after the date of the not 
approvable letter, the applicant shall 
either: 

(a) Amend the application or notify 
FDA of an intent to file an amendment. 
The filing of an amendment or a notice 
of intent to file an amendment 
constitutes an agreement by the # 
applicant to extend the review period 
under 9 314.60. 

(b) Withdraw the application. FDA 
will consider the applicant's failure to 
respond within 10 days to a not 
approvable letter to be a request by the 
applicant to withdraw the application 
under 9 314.65. A decision to withdraw 
the application is without prejudice to 
refiling. 

(c) For a new drug, ask the agency to 
provide the applicant an opportunity for 
u hearing on the question of whether 
there are grounds for denying approval 
of the application under section 505(d) 
of the act The applicant shall submit the 
request to the Division of Regulatoiy 
Affairs (1IFN-3C0). Center for Drugs and 
Biologies. Food and Drug 
Administration. 5600 Fishers Lane, 
Rockville. MD 20857. Within 60 days of 
the date of the nol approvable letter, or 
within a different time period to which 
FDA and the epplicant agree, the agency 
will either approve the application 
under 9 314.105 or refuse to approve the 
application under 9 314.125 and give the 
applicant written notice of an 
opportunity for a hearing under 

9 314.200 and section 505(c)(2) of the act 
on the question of whether there are 
grounds for denying approval of the 
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application under section 505(d) of the 
act. 

(d) For an antibiotic, file a petition or 
notify FDA of an intent to Hie a petition 
proposing the issuance, amendment, or 
repeal of a regulation under § 314.300 
and section 507(f) of the act 
(ej Notify FDA that the applicant 
agrees to an extension of the review 
period under section 505(c) of the act. so 
that the applicant can determine 
whether to respond further under 
paragraph (a), (b), (c), or (d) of this 
section. The applicant’s notice is 
required to state the length of the 
extension. FDA will honor any 
reasonable request for such on 
extension. FDA will consider the 
applicant's failure to respond further 
within the extended review period to be 
a request to withdraw the application 
under 5 314.65. A decision to withdraw 
an application is without prejudice to a 
refiling. 

(314.125 Refusal to approve an 
application. 

(a) The Food and Drug Administration 
will refuse to approve the application 
and for a new drug give the applicant 
written notice of an opportunity for a 
hearing under { 314.200 on the question 
of whether there are grounds for 
denying approval of the application 
under section 505(d) of the act, or for an 
antibiotic publish a proposed regulation 
based on an acceptable petition under 

( 314.300, if: 

(1) FDA sends the applicant an 
approvable or a not approvable letter 
under $ 314.110 or 5 314.120; 

(2) The applicant requests an 
opportunity for hearing for a new drug 
on the question of whether the 
application is approvable or files a 
petition for an antibiotic proposing the 
issuance, amendment, or repeal of a 
regulation: and 

(3) FDA finds that any of the reasons 
given In paragraph (b) of this section 
apply. 

(b) FDA may refuse to approve an 
application for any of the following 
reasons: 

(1) The methods to be used in, and the 
facilities and controls used for, the 
manufacture, processing, packing, or 
holding of the drug substance or the 
drug product are Inadequate to preserve 
its identity, strength, quality, purity, 
stability, and bioavailability. 

(2) The investigations required under 
section 505(b) or 507 of the act do not 
include adequate tests by all methods 
reasonably applicable to show whether 
or not the drug is safe for use under the 
conditions prescribed, recommended, or 
suggested in its proposed labeling. 


(3) The results of the tests show that 
the drug is unsafe for use under the 
conditions prescribed, recommended, or 
suggested in its proposed labeling or the 
results do not show that the drug 
product is safe for use under those 
conditions. 

(4) There is insufficient information 
about the drug to determine whether the 
product is safe for use under the 
conditions prescribed, recommended, or 
suggested in its proposed labeling. 

(5) There is a lack of substantial 
evidence consisting of adequate and 
well-controlled investigations, as 
defined in 5 314.128, that the drug 
product will have the effect it purports 
or is represented to have under the 
conditions of use prescribed, 
recommended, or suggested in its 
proposed labeling. 

(6) The proposed labeling is false or 
misleading in any particular. 

(7) The application contains an untrue 
statement of a material fact. 

(8) The drug product’s proposed 
labeling does not comply with the 
requirements for labels and labeling in 
Part 201. 

(9) The application does not contain 
bioavailability or bioequivalence data 
required under Part 320. 

(10) A reason given In a letter refusing 
to file the application under $ 314.101(d). 
if the deficiency is not corrected. 

(11) The drug will be manufactured or 
processed in whole or in part in an 
establishment that is not registered and 
not exempt from registration under 
section 510 of the act and Part 207. 

(12) The applicant does not permit a 
properly authorized officer or employee 
of the Department of Health and Human 
Services an adequate opportunity to 
inspect the facilities, controls, and any 
records relevant to the application. 

(13) The methods to be used in, and 
the facilities and controls used for, the 
manufacture, processing, packing, or 
holding of the drug substance or the 
drug product do not comply with the 
current good manufacturing practice 
regulations in Ports 210 and 211. 

(14) The application does not contain 
an explanation of the omission of a 
report of any investigation of the drug 
product sponsored by the applicant, or 
an explanation of the omission of other 
information about the drug pertinent to 
an evaluation of the application that is 
received or otherwise obtained by the 
applicant from any source. 

(15) A nonclinical laboratory study 
that is described in the application and 
that is essential to show that the drug is 
safe for use under the conditions 
prescribed, recommended, or suggested 
in its proposed labeling, was not 
conducted in compliance with the good 


laboratory practice regulations in Part 
58 and no reason for the noncompliam e 
i9 provided or. if it Is, the differences 
between the practices used in 
conducting the study and the good 
laboratory practice regulations do not 
support the validity of the study. 

(16) Any clinical investigation 
involving human subjects described in 
the application, subject to the 
institutional review board regulations in 
Part 56 or informed consent regulations 
in Part 50. was not conducted in 
compliance with those regulations such 
that the rights or safety of human 
subjects were not adequately protected. 

§ 314.126 Adequate and well-controlled 
studies. 

(a) The purpose of conducting clinical 
investigations of a drug is to distinguish 
the effect of a drug from other 
influences, such as spontaneous change 
in the course of the disease, placebo 
effect, or biased observation. The 
characteristics described in paragraph 
(b) of this section have been developed 
over a period of years and are 
recognized by the scientific community 
as the essentials of an adequate and 
well-controlled clinical investigation. 
The Food and Drug Administration 
considers these characteristics in 
determining whether an investigation is 
adequate and well-controlled for 
purposes of sections 505 and 507 of the 
act. Reports of adequate and well- 
controlled Investigations provide the 
primapr basis for determining whether 
there is "substantial evidence" to 
support the claims of effectiveness for 
new drugs and antibiotics. Therefore, 
the study report should provide 
sufficient details of study design, 
conduct and analysis to allow critical 
evaluation and a determination of 
whether the characteristics of an 
adequate and well-controlled study are 
present 

(b) An adequate and well-controlled 
study has the following characteristics: 

(1) There is a clear statement of the 
objectives of the investigation and a 
summary of the proposed or actual 
methods of analysis in the protocol for 
the study and in the report of its results. 
In addition, the protocol should contain 
a description of the proposed methods 
of analysis, and ihe study report should 
contain a description of the methods of 
analysis ultimately used If the protocol 
does not contain a description of the 
proposed methods of analysis, Ihe study 
report Bhould describe how the methods 
used were selected. 

(2) The study uses a design that 
permits a valid comparison with a 
control to provide a quantitative 
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assessment of drug effect. The protocol 
for the study and report of results should 
describe the study design precisely; for 
example, duration of treatment periods, 
whether treatments are parallel, 
sequential, or crossover, and whether 
the sample size is predetermined or 
based upon some interim analysis. 
Generally, the following types of control 
■re recognized: 

(i) Placebo concurrent control. The 
test drug is compared with an inactive 
preparation designed to resemble the 
test drug as far as possible. A placebo- 
controlled study may include additional 
treatment groups, such as an active 
treatment control or a dose-comparison 
control, and usually includes 
randomization and blinding of patients 
or investigators, or both. 

(ii l Dose-comparison concurrent 
control. At least two doses of the drug 
art* compared. A dose-comparison study 
may include additional treatment 
groups, such as placebo control or active 
control. Dose-comparison trials usually 
include randomization and blinding of 
patients or investigators, or both. 

(iii) A Jo treatment concurrent control 
Where objective measurements of 
effectiveness are available and placebo 
effect is negligible, the test drug is 
compared with no treatment. No 
treatment concurrent control trials 
usually include randomization. 

(iv) Active treatment concurrent 
control The test drug is compared with 
known effective therapy; for example, 
where the condition treated is such that 
administration of placebo or no 
treatment would be contrary to the 
interest of the patient. An active 
treatment study may include additional 
treatment groups, however, such as a 
placebo control or a dose-comparison 
control. Active treatment trials usually 
include randomization and blinding of 
patients or investigators, or both. If the 
intent of the trial is to show similarity of 
the test and control drugs, the report of 
the study should assess the ability of the 
study to have detected a difference 
between treatments. Similarity of te9t 
drug and active control can mean either 
that both drugs were effective or that 
neither was effective. The analysis of 
the study should explain why the drugs 
should be considered effective in the 
study, for example, by reference to 
results in previous placebo-controlled 
studies of the active control drug. 

(v) Historical control The results of 
treatment with the test drug are 
compared with experience historically 
derived from the adequately 
documented natural history of the 
disease or condition, or from the results 
of active treatment, in comparable 
patients or populations. Because 


historical control populations usually 
cannot be as well assessed with respect 
to pertinent variables as can concurrent 
control populations, historical control 
designs are usually reserved for special 
circumstances. Examples include studies 
of diseases with high and predictable 
mortality (for example, certain 
malignancies) and studies in which the 
effect of the drug is self-evident (general 
anesthetics, drug metabolism). 

(3) The method of selection of subjects 
provides adequate assurance that they 
have the disease or condition being 
studied, or evidence of susceptibility 
and exposure to the condition against 
which prophylaxis is directed. 

(4) The method of assigning patients 
to treatment and control groups 
minimizes bias and is intended to assure 
comparability of the groups with respect 
to pertinent variables such as age, sex, 
severity of disease, duration of disease, 
and use of drugs or therapy other than 
the test drug. The protocol for the study 
and the report of its results should 
describe how subjects were assigned to 
groups. Ordinarily, in a concurrently 
controlled study, assignment is by 
randomization, with or without 
stratification. 

(5) Adequate measures are taken to 
minimize bias on the part of the 
subjects, observers, and analysts of the 
data. The protocol and report of the 
study should describe the procedures 
used to accomplish this, such as 
blinding. 

(8) The methods of assessment of 
subjects' response are well-defined and 
reliable. The protocol for the study and 
the report of results should explain the 
variables measured, the methods of 
observation, and criteria used to assess 
response. 

(7) There is an analysis of the results 
of the study adequate to assess the 
effects of the drug. The report of the 
study should describe the results and 
the analytic methods used to evaluate 
them, including any appropriate 
statistical methods. The analysis should 
assess, among other things, the 
comparability of test and control groups 
with respect to pertinent variables, and 
the effects of any interim data analyses 
performed. 

(c) The Director of the Center for 
Drugs and Biologies may. on the 
Director's own initiative or on the 
petition of an interested person, waive 
in whole or in part any of the criteria in 
paragraph (b) of this section with 
respect to a specific clinical 
investigation, either prior to the 
investigation or in the evaluation of a 
completed study. A petition for a %vaiver 
is required to set forth clearly and 
concisely the specific criteria from 


which waiver is sought, why the criteria 
are not reasonably applicable to the 
particular clinical investigation, what 
alternative procedures, if any. are to be. 
or have been employed, and what 
results have been obtained. The petition 
is also required to state why the clinical 
investigations so conducted will yield, 
or have yielded, substantial evidence of 
effectiveness, notwithstanding 
nonconformance with the criteria for 
which waiver is requested. 

(d) For an investigation to be 
considered adequate for approval of a 
new drug, it is required that the test drug 
be standardized as to identity, strength, 
quality, purity, and dosage form to give 
significance to the results of the 
investigation. 

(e) Uncontrolled studies or partially 
controlled studies are not acceptable as 
the sole basis for the approval of claims 
of effectiveness. Such studies carefully 
conducted and documented, may 
provide corroborative support of well- 
controlled studies regarding efficacy and 
may yield valuable data regarding 
safety of the test drug. Such studies will 
be considered on their merits in the light 
of the principles listed here, with the 
exception of the requirement for the 
comparison of the treated subjects with 
controls. Isolated case reports, random 
experience, and reports lacking the 
details which permit scientific 
evaluation will not be considered. 

§ 314.150 Withdrawal of approval of an 
application. 

(a) The Food and Drug Administration 
will notify the applicant, and, if 
appropriate, all other persons who 
manufacture or distribute identical, 
related, or similar drug products as 
defined in $ 310.6, and for a new drug 
afford an opportunity for a hearing on a 
proposal to withdraw approval of the 
application under section 505(e) of tfie 
act and under the procedure in 
§ 314.200, or. for an antibiotic, rescind a 
certification or release, or amend or 
repeal a regulation providing for 
certification under section 507 of the act 
under the procedure in $ 314.300, if any 
of the following applies: 

(1) The Secretary of Health and 
Human Services has suspended the 
approval of the application for a new 
drug on a finding that there is an 
imminent hazard to the public health. 
FDA will promptly afford the applicant 
an expedited hearing following 
summary suspension on a finding of 
imminent hazard to health. 

(2) FDA finds: 

(i) That clinical or other experience, 
tests, or other scientific data show that 
the drug is unsafe for use under the 
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conditions of use upon the basis of 
which the application was approved; or 

(i() That new evidence of clinical 
experience, not contained in the 
application or not available to FDA until 
after the application was approved, or 
tests by new methods, or tests by 
methods not deemed reasonably 
applicable when the application was 
approved, evaluated together with the 
evidence available when the application 
was approved, reveal that the drug is 
not shown to be safe for use under the 
conditions of use upon the basis of 
which the application was approved; or 

(iii) Upon the basis of new 
information before FDA with respect to 
the drug, evaluated together with the 
evidence available when the application 
was approved, that there is a lack of 
substantial evidence from adequate and 
well-controlled investigations as defined 
in { 314.126, that the drug will have the 
effect it is purported or is represented to 
have under the conditions of use 
prescribed, recommended, or suggested 
in its labeling; or 

(iv) That the application contains any 
untrue statement of a material fact 

(b) FDA may notify the applicant, and. 
if appropriate, all other persons who 
manufacture or distribute identical, 
related, or similar drug products as 
defined in f 310 6, and for a new drug 
afford an opportunity for a hearing on a 
proposal to withdraw approval of the 
application under section 505(e) of the 
act and under the procedure in 
} 314.200. or, for an antibiotic, rescind a 
certification or release, or amend or 
repeal a regulation providing for 
certification under section 507 of the act 
and the procedure in { 314.300, if the 
agency finds: 

(1) That the applicant has failed to 
establish a system for maintaining 
required records, or has repeatedly or 
deliberately failed to maintain required 
records or to make required reports 
under section 505(J) or 507(g) of the act 
and 314.00 and 314.81. or that the 
applicant has refused to permit access 
to, or copying or verification of. its 
records. 

(2) That on the basis of new 
information before FDA, evaluated 
together with the evidence available 
when the application was approved, the 
methods used in. or the facilities and 
controls used for. the manufacture, 
processing, and packing of the drug are 
inadequate to assure and preserve its 
identity, strength, quality, and purity 
and were not made adequate within a 
reasonable time after receipt of written 
notice from the agency. 

(3) That on the basis of new 
information before FDA, evaluated 
together with the evidence available 


when the application was approved, the 
labeling of the drug, based on a fair 
evaluation of all material facts, is false 
or misleading in any particular and the 
labeling was not corrected by the 
applicant within a reasonable time after 
receipt of written notice from the 
agency. 

(4) That the applicant has failed to 
comply with the notice requirements of 
section 510(j)(2) of the act. 

(5) That the applicant has failed to 
submit bioavailability or bioequivalence 
data required under Part 320. 

(6) The application does not contain 
an explanation of the omission of a 
report of any investigation of the drug 
product sponsored by the applicant, or 
an explanation of the omission of other 
information about the drug pertinent to 
an evaluation of the application that is 
received or otherwise obtained by the 
applicant from any source. 

(7) That any nonclinical laboratory 
study that is described in the application 
and that is essential to show that the 
drug is safe for use under the conditions 
prescribed, recommended, or suggested 
in its labeling was not conducted in 
compliance with the good laboratory 
practice regulations in Part 58 and no 
reason for the noncompliance was 
provided or. if it was, the differences 
between the practices used in 
conducting the study and the good 
laboratory practice regulations do not 
support tha.yalidity of the study. 

(8) Any clinical investigation 
involving human subjects described in 
the application, subject to the 
institutional review board regulations in 
Part 56 or informed consent regulations 
In Part 50. was not conducted In 
compliance with those regulations such 
that the rights or safety of human 
subjects were not adequately protected. 

(c) FDA will withdraw approval of an 
application if the applicant requests its 
withdrawal because the drug subject to 
the application is no longer being 
marketed, provided none of the 
conditions listed in paragraphs (a) and 
(b) of this section apply to the drug. FDA 
will consider a written request for 
withdrawal under this paragraph to be a 
waiver of an opportunity for hearing 
otherwise provided for in this section. 
Withdrawal of approval of an 
application under this paragraph is 
without prejudice to refiling. 

(d) FDA may notify an applicant that 
It believes a potential problem 
associated with a drug is sufficiently 
serious that the drug should be removed 
from the market and may ask the 
applicant to waive the opportunity for 
hearing otherwise provided for under 
this section, to permit FDA to withdraw 
approval of the application for the 


product, and to remove voluntarily the 
product from the market. If the appl: 
agrees, the agency will not make a 
finding under paragraph fb) of this 
section, but will withdraw approval of 
the application in a notice published in 
the Federul Register that contains a brief 
summary of the agency's and the 
applicant's views of the reasons for 
withdrawal. 

9314.152 Notice of withdrawal of approvs 
of an application for a new drug. 

If the Food and Drug Administration 
withdraws approval of an application 
for a new drug. FDA will publish a 
notice in the Federal Register 
announcing the withdrawal of approval 

9 314.160 Approval of an application for 
which approval waa previously refused, 
suspended, or withdrawn. 

Upon the Food and Drug 
Administration's own initiative or upon 
request of an applicant, FDA may. on 
the basis of new data, approve an 
application which it had previously 
refused, suspended, or withdrawn 
approval. FDA will publish a notice in 
the Federal Register announcing the 
approval. 

9 314.170 Adulteration and misbranding of 
an approved drug. 

All drugs, including those the Food 
and Drug Administration approves, or 
provides for certification of. under 
sections 505. 506, and 507 of the act and 
this part, are subject to the adulteration 
and misbranding provisions in sectioni 
501. 502, and 503 of the act. FDA is 
authorized to regulate approved new 
drugs and approved antibiotic drugs by 
regulations issued through informal 
rulemaking under sections 501, 502, and 
503 of the act. 

Subpart D—Hearing Procedures for 
New Drugs 

9 314.200 Notice of opportunity for 
hearing; notice of participation and request 
for hearing; grant or denial of hearing. 

(a) Notice of opportunity for hearing 
The Director of the Center for Drugs and 
Biologies, Food and Drug 
Administration, will give the applicant, 
and all other persons who manufacture 
or distribute identical related, or similar 
drug products os defined in { 310.8, 
notice and an opportunity for a hearing 
on the Center's proposal to refuse to 
approve an application or to withdraw 
the approval of an application. The 
notice will state the reasons for the 
action and the proposed grounds for the 
order. 

(1) The notice may be general (that is, 
simply summarizing in a general way 
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the information resulting in the notice) 
or specific (that is. either referring to 
specific requirements in the statute and 
regulations with which there is a lack of 
compliance, or providing a detailed 
description and analysis of the specific 
facts resulting in the notice). 

( 2 ) FDA will publish the notice in the 
Federal Register and will state that the 
applicant, and other persons subject to 
the notice under § 310.6. who wishes to 
participate in a hearing, has 30 days 
after the date of publication of the 
notice to file a written notice of 
participation and request for hearing. 

The applicant, or other persons subject 
to the notice under $ 310.6, who fails to 
file a written notice of participation and 
request for hearing within 30 days, 
waives the opportunity for a hearing. 

(3) It is the responsibility of every 
manufacturer and distributor of a drug 
product to review every notice of 
opportunity for a hearing published in 
the Federal Register to determine 
whether it covers any drug product that 
person manufactures or distributes. Any 
person may request an opinion of the 
applicability of a notice to a specific 
product that may be identical, related, 
or similar to a product listed in a notice 
by writing to the Division of Drug 
Labeling Compliance (HFN-310), Center 
for Drugs and Biologies. Food and Drug 
Administration. 5600 Fishers Lane. 
Rockville. MD 20857. A person shall 
request an opinion within 30 days of the 
dale of publication of the notice to be 
eligible for an opportunity for a hearing 
under the notice. If a person requests an 
opinion, that person's time for filing an 
appearance and reuuest for a hearing 
iind supporting studies and analyses 
begins on the date the person receives 
the opinion from FDA. 

(I ] FDA will provide the notice of 
opportunity for a hearing to applicants 
and lo other persons subject to the 
notice under § 310.6, as follows: 

(1! To any person who has submitted 
an application, by delivering the notice 
m person or by sending it by registered 
or certified mail to the last address 
shown in the application. 

( 2 ) To any person who has not 
submitted an application but who is 
subject to the notice under 5 310.6, by 
publication of the notice in the Federal 
Register. 

(c) (1) Notice of participation and 
wquvst for a hearing, and submission of 
ttudies and comments . The applicant or 
any other person subject to the notice 
under § 310.6, who wishes to participate 
in a hearing, shall file with the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration. Rm. 4-62, 
Rockville, MD 20857, (I) within 30 days 
after the date of the publication of the 


notice (or of the date of receipt of an 
opinion requested under paragraph 
(a)(3) of this section) a written notice of 
participation and request for a hearing 
and (ii) within 60 days after the date of 
publication of the notice, unless a 
different period of time is specified in 
the notice of opportunity for a hearing, 
the studies on which the person relies to 
justify a hearing as specified in 
paragraph (d) of this section. The 
applicant, or other person, may 
incorporate by reference the raw data 
underlying a study if the data were 
previously submitted to FDA as part of 
an application or other report. 

(2) FDA will not consider data or 
analyses submitted after 60 days in 
determining whether a hearing is 
warranted unless they are derived from 
well-controlled studies begun before the 
date of the notice of opportunity for 
hearing and the results of the studies 
were not available within 60 days after 
the date of publication of the notice. 
Nevertheless, FDA may consider other 
studies on the basis of a showing by the 
person requesting a hearing of 
inadvertent omission and hardship. The 
person requesting a hearing shall list in 
the request for hearing all studies in 
progress, the results of which the person 
intends later to submit in support of the 
request for a hearing. The person shall 
submit under paragraph (c)(l)(ii) of this 
section a copy of the complete protocol, 
a list of the participating investigators, 
and a brief status report of the studies. 

(3) Any other interested person who is 
not subject to the notice of opportunity 
for a hearing may also submit comments 
on the proposal to withdraw approval of 
the application. The comments are 
required to be submitted within the time 
and under the conditions specified in 
this section. 

(d) The person requesting a hearing is 
required to submit under paragraph 
(c)(1)(d) of this section the studies 
(including all protocols and underlying 
raw data) on which the person relies to 
justify a hearing with respect to the drug 
product. Except, a person who requests 
a hearing on the refusal to approve an 
application is not required to submit 
additional studies and analyses if the 
studies upon which the person relies 
have been submitted in the application 
and in the format and containing the 
summaries required under { 314.50. 

(1) If the grounds for FDA's proposed 
action concern the effectiveness of the 
drug, each request for hearing is 
required to be supported only by 
adequate and well-controlled clinical 
studies meeting all of the precise 
requirements of { 314.126 and, for 
combination drug products. S 300.50. or 
by other studies not meeting those 


requirements for which a waiver has 
been previously granted by FDA under 
S 314.126. Each person requesting a 
hearing shall submit ail adequate and 
well-controlled clinical studies on the 
drug product, including any unfavorable 
analyses, views, or judgments with 
respect to the studies. No other data, 
information, or studies may be 
submitted. 

(2) The submission is required to 
include a factual analysis of all the 
studies submitted. If the grounds for 
FDA's proposed action concern the 
effectiveness of the drug, the analysis is 
required to specify how each study 
accords, on a point-by-point basis, with 
each criterion required for an adequate 
well-controlled clinical investigation 
established under $ 314.126 and. if the 
product is a combination drug product, 
with each of the requirements for a 
combination drug established in 

$ 300.50. or the study is required to be 
accompanied by an appropriate waiver 
previously granted by FDA. If a study 
concerns a drug or dosage form or 
condition of use or mode of 
administration other than the one in 
question, that fact is required to be 
dearly stated. Any study conducted on 
the final marketed form of the drug 
product is required to be clearly 
identified. 

(3) Each person requesting a hearing 
shall submit an analysis of the data 
upon which the person relies, except 
that the required information relating 
either to safety or to effectiveness may 
be omitted if the notice of opportunity 
for hearing does not raise any issue with 
respect to that aspect of the drug; 
information on compliance with $ 300.50 
may be omitted if the drug product is not 
a combination drug product FDA can 
most efficiently consider submissions 
made in the following format. 

I. Safety data. 

A. Animal safety data. 

1. Individual active components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

2. Combinations of the individual active 
components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

B. Human safety data. 

1. Individual active components. 

a Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

c. Documented case reports. 

d. Pertinent marketing experiences that 
may influence s determination about the 
safety of each individual active component 

2. Combinations of the individual active 
components. 

a. Controlled studies. 
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b. Partially controlled or uncontrolled 
studies. 

c. Documented case report*. 

d. Pertinent marketing experiences that 
mny influence a determination about the 
safety of each Individual active component. 

IL Effectiveness data. 

A. Individual active components: 

Controlled studies, with an analysis showing 
dearly how each study satisfies, on a point* 
by point basis, each of the criteria required 
by ft 314.128. 

B. Combinations of individual active 
components. 

1. Controlled studies with an analysis 
showing clearly how each study satisfies on a 
point-by-point basis, each of the criteria 
required by ft 314.12a 

2 . An analysis showing dearly how each 
requirement of ft 300.50 has been satisfied. 

Ui. A summary of the data and views 
setting forth the medical rationale and 
purpose for the drug and Its Ingredients and 
the scientific basis for the condusion that the 
drug and its ingredients have been proven 
safe and/or effective for'the intended use. If 
there Is an absence of controlled studies in 
the material submitted or the requirements of 
any clement of ft 300.50 or ft 314.128 have not 
been fully met. that fact is required to be 
stated clearly and a waiver obtained under 
I 314.128 is required to be submitted. 

IV. A statement signed by the person 
responsible for such submission that it 
includes in full (or incorporates by reference 
as permitted In ft 314.200(c)(2)J all studies and 
information specified in ft 314.200(d). 

(Warning: A willfully false statement is a 
criminal offense. 18 U.S.C. 1001.) 

(e) Contentions that a drug product is 
not subject to the new drug 
requirements. A notice of opportunity 
for a hearing encompasses all issues 
relating to the legal status of each drug 
product subject to it including identical, 
related, and similar drug products as 
defined in ft 310.8. A notice of 
appearance and request for a hearing 
under paragraph (c)(l)(i) of this section 
is required to contain any contention 
that the product is not a new drug 
because it is generally recognized as 
safe and effective within the meaning of 
section 201(p) of the act, or because it is 
exempt from part or all of the new drug 
provisions of the act under the 
exemption for products marketed before 
June 25,1938, contained in section 201(p) 
of the act or under section 107(c) of the 
Drug Amendments of 1902. or for any 
other reason. Each contention is 
required to be supported by a 
submission under paragraph (c)(l)(it) of 
this section and the Commissioner of 
Food and Drugs will make an 
administrative determination on each 
contention. The failure of any person 
subject to a notice of opportunity for a 
hearing, including any person who 
manufactures or distributes an identical, 
related, or similar drug product as 
defined in ft 310.6, to submit a notice of 


participation and request for hearing or 
to raise all such contentions constitutes 
a waiver of any contentions not raised 

(1) A contention that a drug product is 
generally recognized as safe and 
effective within the meaning of section 
201 (p) of the act is required to be 
supported by submission of the same 
quantity and quality of scientific 
evidence that is required to obtain 
approval of an application for the 
product, unless FDA has waived a 
requirement for effectiveness (under 

ft 314.128) or safety, or both. The 
submission should be in the format and 
with the analyses required under 
paragraph (d) of this section. A person 
who fails to submit the required 
scientific evidence required under 
paragraph (d) waives the contention. 
General recognition of safety and 
effectiveness shall ordinarily be based 
upon published studies which may be 
corroborated by unpublished studies 
and other data and information. 

(2) A contention that a drug product is 
exempt from part or all of the new drug 
provisions of the act under the 
exemption for products marketed before 
June 25,1938, contained in section 201 (p) 
of the act. or under section 107(c) of the 
Drug Amendments of 1962, is required to 
be supported by evidence of past and 
present quantitative formulas, labeling, 
and evidence of marketing. A person 
who makes such a contention should 
submit the formulas, labeling, and 
evidence of marketing in the following 
format. 

L Formulation. 

A A copy of each pertinent document or 
record to establish the exact quantitative 
formulation of the drug (both active and 
inactive ingredients) on the date of initial 
marketing of the drug 

B. A statement whether such formulation 
has at any subsequent time been changed in 
any manner. If any such change has been 
made, the exact date, nature, and rational for 
each change in formulation, including any 
deletion or change in the concentration of 
any active ingredient and/or inactive 
ingredient, should be stated, together with a 
copy of each pertinent document or record to 
establish the date and nature of each such 
change, including, but not limited to. the 
formula which resulted from each such 
change. If no such change has been made, a 
copy of representative documents or records 
showing the formula at representative points 
in time should be submitted to support the 
statement. 

11. Labeling. 

A. A copy of each pertinent document or 
record to establish the identity of each item 
of written, printed, or graphic matter used as 
labeling on the date the drug was initially 
marketed 

B A statement whether such labeling has 
at any subsequent time been discontinued or 
changed in any manner If such 


discontinuance or change has been made 
exact date, nature, and rationale for each 
discontinuance or change and a copy of e.ici 
pertinent document or record to establish 
each such discontinuance or change should 
be submitted, including, but not limited to. 
the labeling which resulted from each such 
discontinuance or change. If no such 
discontinuance or change hat been madi* • 
copy of representative documents or recmdi 
showing labeling at representative points ;Q 
time should be submitted to support the 
statement. 

III. Marketing. 

A. A copy of each pertinent document r r 
record to establish the exact date the dro« 
was initially marketed. 

B. A statement whether such marketing has 
at any subsequent time been discontinue: If 
such marketing has been discontinued, the 
exact date of each such discontinuance 
should be submitted, together with a copy of 
each pertinent document or record to 
establish each such date. 

IV. Verification. 

A statement signed by the person 
responsible for such submission, that all 
appropriate records have been searched <u>d 
to the best of that person’s knowledge and 
belief if includes a true and accurate 
presentation of the facts. 

(Warning: A willfully false statement u a 
criminal offense. 18 U.S.C. 1001.) 

(3) The Food and Drug Admintstn^ion 
will not find a drug product, including 
any active ingredient, which is Identical, 
related, or similar, as described in 

ft 310.8, to a drug product, including any 
active ingredient for which an 
application is or at any time has been 
effective or deemed approved, or 
approved under section 505 of the act. to 
be exempt from part or all of the new 
drug provisions of the act 

(4) A contention that a drug product is 
not a new drug for any other reason is 
required to be supported by submission 
of the factual records, data, and 
information that are necessary and 
appropriate to support the contention. 

(5) It is the responsibility of every 
person who manufactures or distributes 
a drug product in reliance upon a 

’ grandfather" provision of the act to 
maintain files that contain the data and 
information necessary fully to document 
and support that status. 

(f) Separation of functions. Separation 
of functions commences upon receipt of 
a request for hearing. The Director of the 
Center for Drugs and Biologies, Food 
and Drug Administration, will prepare 
an analysis of the request and a 
proposed order ruling on the matter The 
analysts and proposed order, the request 
for hearing, and any proposed order 
denying a hearing and response under 
paragraph (g) (2) or (3) of this section 
will be submitted to the Office of the 
Commissioner of Food and Drug9 for 
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review aod decision. When the Center 
for Drugs and Biologies recommends 
denial of a hearing on all Issues on 
which a hearing is requested, no 
representative of the Center will 
participate or advise in the review and 
decision by the Commissioner. When 
the Center for Drugs and Biologies 
re< ommends that a hearing be granted 
on one or more issues on which a 
hiring is requested, separation of 
functions terminates as to those issues, 
and representatives of the Center may 
participate or advise in the review and 
decision by the Commissioner on those 
issues. The Commissioner may modify 
the text of the issues, but may not deny 
a hearing on those issues. Separation of 
functions continues with respect to 
issues on which the Center for Drugs 
and Biologies has recommended denial 
of a hearing. The Commissioner will 
neither evaluate nor rule on the Center’s 
recommendation on such issues and 
such issues will not be included in the 
notice of hearing. Participants in the 
hearing may make a motion to the 
presiding officer for the inclusion of any 
such issue in the hearing. The filling on 
such a motion is subject to review in 
accordance with $ 12.35(b). Failure to so 
move constitutes a waiver of the right to 
a hearing on such an issue. Separation 
of functions on all issues resumes upon 
issuance of a notice of hearing. The 
Office of the General Counsel. 
Department of Health and Human 
Services, will observe the same 
separation of functions. 

(g) Summary judgment A person who 
requests a hearing may not rely upon 
allegations or denials but Is required to 
set forth specific facts showing that 
there is a genuine and substantial issue 
of fact that requires a hearing with 
respect to a particular drug product 
specified in the request for hearing. 

(l) Where a specific notice of 
opportunity for hearing (as defined in . 
paragraph (a)(1) of this section) is used, 
thf* Commissioner will enter summary 
judgment against a person who requests 
a hearing, making findings and 
conclusions, denying a hearing, if it 
conclusively appears from the face of 
the data, information, and factual 
analyses in the request for the hearing 
that there is no genuine and substantia) 
Issue of fact which precludes the refusal 
to approve the application or the 
withdrawal of approval of the 
application: for example, no adequate 
and well-controlled clinical 

investigations meeting each of the 
precise elements of 5 314.126 and, for a 
combination drug product, $ 300.50, 
showing effectiveness have been 
identified. Any order entering summary 


judgment is required to set forth the 
Commissioner's findings and 
conclusions in detail and is required to 
specify why each study submitted fails 
to meet the requirements of the statute 
and regulations or why the request for 
hearing does not raise a genuine and 
substantial issue of fact. 

(2) When following a general notice of 
opportunity for a hearing (as defined in 
paragraph (a)(1) of this section) the 
Director of the Center for Drugs and 
Biologies concludes that summary 
judgment against a person requesting a 
hearing should be considered, the 
Director will serve upon the person 
requesting a hearing by registered mail a 
proposed order denying a hearing. This 
person has 60 days after receipt of the 
proposed order to respond with 
sufficient data, information, and 
analyses to demonstrate that there is a 
genuine and substantial issue of fact 
which justifies a bearing. 

(3) When following a general or 
specific notice of opportunity for a 
hearing a person requesting a hearing 
submits data or information of a type 
required by the statute and regulations, 
and the Director of the Center for Drugs 
and Biologies concludes that summary 
judgment against the person should be 
considered, the Director will serve upon 
the person by registered mail a proposed 
order denying a hearing. The person has 
60 days after receipt of the proposed 
order to respond with sufficient data, 
information, and analyses to 
demonstrate that there is a genuine and 
substantial issue of fact which justifies a 
hearing. 

(4) If review of the data, information, 
and analyses submitted show that the 
grounds cited in the notice are not valid, 
for example, that substantial evidence of 
effectiveness exists, the Commissioner 
will enter summary judgment for the 
person requesting the hearing, and 
rescind the notice of opportunity for 
hearing. 

(5) If the Commissioner grants a 
hearing, it will begin within 90 days 
after the expiration of the time for 
requesting the hearing unless the parties 
otherwise agree in the case of denial of 
approval, and as soon as practicable in 
the case of withdrawal of approval. 

(6) The Commissioner will grant a 
hearing if there exists a genuine and 
substantial issue of fact or if the 
Commissioner concludes that a hearing 
would otherwise be in the public 
interest. 

(7) If the manufacturer or distributor 
of an identical, related, or similar drug 
product requests and is granted a 
hearing, the hearing may consider 
whether the product is in fact identical. 


related, or similar to the drug product 
named in the notice of opportunity for a 
hearing. 

(8) A request for a hearing, and any 
subsequent grant or denial of a hearing, 
applies only to the drug products named 
in such documents. 

(h) FDA will issue a notice 
withdrawing approval and declaring all 
products unlawful for drug products 
subject to a notice of opportunity for a 
hearing, including any identical, related, 
or similar drug product under | 310.8. for 
which an opportunity for a hearing is 
waived or for which a hearing is denied. 
The Commissioner may defer or stay the 
action pending a ruling on any related 
request for a hearing or pending any 
related hearing or other administrative 
or judicial proceeding. 

5 314.201 Procedure for hearings. 

Parts 10 through 16 apply to hearings 
relating to new drugs under section 505 
(d) and (e) of the act. 

$314,235 Judicial review. 

(a) The Commissioner of Food and 
Drugs will certify the transcript and 
record. In any case in which the 
Commissioner enters an order without a 
hearing under {314.200(g). the record 
certified by the Commissioner is 
required to include the requests for 
hearing together with the data and 
information submitted and the 
Commissioner's findings and conclusion. 

(b) A manufacturer or distributor of 
an identical, related, or similar drug 
product under ( 310.6 may seek judicial 
review of an order withdrawing 
approval of a new drug application, 
whether or not a hearing has been held, 
in a United States court of appeals 
under section 505(h) of the act. 

Subpart E—Administrative Procedures 
for Antibiotics 

$ 314.300 Procedure for the Issuance, 
amendment, or repeal of regulations. 

(a) The procedures in Part 10 apply to 
the issuance, amendment, or repeal of 
regulations under section 507 of the act. 

(b) (1) The Commissioner of Food and 
Drugs, on his or her own initiative or on 
the application or request of any 
interested person, may publish in the 
Federal Register a notice of proposed 
rulemaking and order to issue, amend, 
or repeal any regulation contemplated 
by section 507 of the act 

The notice and order may be general 
(that is. simply summarizing in a general 
way the information resulting in the 
notice and order) or specific (that is. 
either referring to specific requirements 
in the statute and regulations with 
which there is a lack of compliance, or 
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providing a detailed description and 
analysis of the specific facts resulting in 
the notice and order). 

(2) The Food and Drug Administration 
will give interested persons an 
opportunity to submit written comments 
and to request an informal conference 
on the proposal, unless the notice and 
opportunity for comment and informal 
conference have already been provided 
in connection with the announcement of 
the reports of the Nutional Academy of 
Sciences/National Research Council. 
Drug Efficacy Study Group, to persons 
who will be adversely affected, or as 
provided in 5S 10.40(e) and 12.20(c)(2). A 
person is required to request an informal 
conference within 30 days of the notice 
of proposed rulemaking unless 
otherwise specified in the notice. If an 
informal conference is requested and 
granted, those (persons participating in 
the conference may submit comments, 
within 30 days of the conference, unless 
otherwise specified in the proposal. 

(3) It is the responsibility of every 
manufacturer and distributor of an 
antibiotic drug product to review every 
proposal published in the Federal 
Register to determine whether it covers 
any drug product that person 
manufactures or distributes. 

(4) After considering the written 
comments, the results of any conference, 
and the data available, the 
Commissioner will publish an order in 
the Federal Register acting on the 
proposal, with an opportunity for any 
person who will be adversely affected to 
file objections, to request a hearing, and 
to show reasonable grounds for the 
hearing. Any person who wishes to 
participate in a hearing, shall file with 
the Dockets Management Branch (UFA- 
305), Food and Drug Administration. Rm. 
4-62. 5600 Fishers Lane, Rockville, MD 
20857. (i) within 30 days after the date of 
the publication of the order a written 
notice of participation and request for a 
hearing and fii) within 60 days after the 
date of publication of the order, unless a 
different period of time is specified in 
the order, the studies on which the 
person relies to justify a hearing as 
specified in paragraph (b)(6) of this 
section. The person may incorporate by 
reference the raw data underlying a 
study if the data were previously 
submitted to FDA as part of an 
application or other report. 

(5) FDA will not consider data or 
analysis submitted after 60 days in 
determining whether a hearing is 
warranted unless they are derived from 
welfcontrolled studies begun before the 
date of the order and the results of the 
studies were not available within 60 
days after the date of publication of the 
order. Nevertheless. FDA may consider 


other studies on the basis of a showing 
by the person requesting a hearing of 
inadvertent omission and hardship. The 
person requesting a hearing shall list in 
the request for hearing all studies in 
progress, the results of which the person 
intends later to submit in support of the 
request for heuring. The person shall 
submit under paragraph (b)(4)(ii) of this 
section a copy of the complete protocol, 
a list of the participating investigators, 
and a brief status report of the studies. 

(6) The person requesting a hearing is 
required to submit as required under 
g 314.200(c)(1)(H) the studies (including 
all protocols and underlying raw data) 
on which the person relies to justify a 
hearing with respect to the drug product. 
Except, a person who requests a hearing 
on a proposal is not required to submit 
additional studies and anulyscs if the 
studies upon which the person relies 
have been submitted in an application 
and in the format and containing the 
summaries required under ft 314.50. 

(i) If the grounds for DFA proposed 
action concern the effectiveness of the 
drug, each request for hearing is 
required to be supported only by 
adequate and well-controlled clinical 
studies meeting ull of the precise 
requirements of $ 314.126 and. for 
combination drug products. 5 300.5a or 
by other studies not meeting those 
requirements for which a waiver has 
t>een previously granted by FDA under 
§ 314.126. Each person requesting a 
hearing shall submit all adequate and 
well-cofltrolled clinical studies on the 
drug product, any unfavorable analyses, 
views, or judgements with respect to the 
studies. No other data, information, or 
studies may be submitted. 

(ii) The submission is required to 
include a factual analyses of all the 
studies submitted. If the grounds for 
FDA proposed action concern the 
effectiveness of the drug, the analysis is 
required to specify how each study 
accords, on a point-by-point basis, with 
each criterion required for an adequate 
well-controlled clinical investigation 
established under ft 314.126 and. if the 
product is a combination drug product, 
with each of the requirements for a 
combination drug established in 

ft 300.50, or the study is required to be 
accompanied by an appropriate waiver 
previously granted by FDA. If a study 
concerns a drug entity or dosage form or 
condition of use or mode of 
administration other than the one in 
question, that fact is required to be 
clearly stated. Any study conducted on 
thp final marketed form of the drug 
product Is required to be clearly 
identified. 

(tii) Each person requesting a hearing 
shall submit an analysis of the data 


upon which the person relies, except 
that the required information relating 
either to safety or to effectiveness may 
be omitted if the notice of opportunity 
for hearing does not raise any issue with 
respect to that aspect of the drug; 
information on compliance with ft 300.50 
may be omitted if the drug product is not 
a combination drug product. FDA can 
most efficiently consider submissions 
made in the following format. 

1. Safety data. 

A. Animal safety data. 

1. Individual active component*. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

Z Combinations of the individual active 
components. 

n. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

H Human safety data. 

1. Individual active components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

c. Documented case reports. 

d. Pertinent marketing experiences that 
may influence a determination about the 
safety of each individual active component 

2. Combinations of the individual active 
components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

c. Documented case reports. 

d. P ert in ent marketing experiences that 
may influence a determination about the 
safety of each individual active component 

II. Effectiveness data. 

A. Individual active components: 
Controlled studies, with an analysis showing 
clearly how each study satisfies, on a point 
by-point basis, each of the criteria required 
by $ 314.126. 

0. Combinations of individual active 
components. 

1. Controlled studies with an analysis 
showing clearly how each study satisfies on * 
point-by-point basis, each of the criteria 
required by f 314.126. 

2. An analysis showing clearly how each 
requirement of ft 300.50 has lieen satisfied 

!1L A summary of the data and views 
setting forth the medical rationale and 
purpose for the drug and its ingredients and 
the scientific basis for the conclusion that the 
drug and its ingredients have been proven 
safe and/or effective for the intended use If 
there is an absence of controlled studies in 
the material submitted or the requirement*' of 
any element of ft 300.50 or ft 314.120 have net 
been fully met. that fact is required to be 
stated dearly and a waiter obtained under 
ft 314.126 is required to be submitted. 

IV. A statement signed by the person 
responsible for such sulrmission that it 
includes in full (or incorporates by referem* 
as permitted in ft 314.200(c)(2)) all studies rid 
information specified in ft 314 200(d) 

(Warning: A willfully false statement i* » 
c riminal offense. 18 I! $ C. 1001) 
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(7) Separation of functions . Separation 
of functions commences upon receipt of 
s request for hearing. The Director of the 
Center for Drugs and Biologies will 
prepare an analysis of the request and a 
proposed order ruling on the matter. The 
analysis and proposed order, the request 
for hearing, and any proposed order 
denying a hearing and response under 
paragraph (b)(8) (ii) or (iii) of this 
section will be submitted to the Office of 
the Commissioner for review and 
decision. When the Center for Drugs and 
Otologics recommends denial of a 
hearing on all issues on which a hearing 
is requested, no representative of the 
Center will participate or advise in the 
review and decision by the 
Commissioner. When the Center for 
Drags and Biologies recommends that a 
hearing be granted on one or more 
issues on which a hearing is requested, 
separation of functions terminates as to 
those issues, and representatives of the 
Center may participate or advise in the 
review and decision by the 
Commissioner on those issues. The 
Commissioner may modify the text of 
the issues, but may not deny a hearing 
on those issues. Separation of functions 
continues with respect to issues on 
which the Center for Drugs and 
Biologies has recommended denial of a 
hearing. The Commissioner will neither 
evaluate nor rule on the Center's 
recommendation on such issues and 
such issues will not be included in the 
notice of hearing. Participants in the 
hearing may make a motion to the 
presiding officer for the inclusion of any 
such issue in the hearing. The ruling on 
such a motion is subject to review in 
accordance with § 12.35(b). Failure to so 
move constitutes a waiver of the right to 
a hearing on such an issue. Separation 
of functions on all issues resumes upon 
Issuance of a notice of hearing. The 
Office of the General Counsel. 

Department ol Health and Human 
Services, will observe the same 
separation of functions. 

(8| Summary judgment A person who 
requests a hearing may not rely upon 
allegations or denials but is required to 
set forth specific facts showing that 
there is a genuine and substantial issue 
of fact that requires a hearing with 
respect to a particular drug product 
specified in the request for hearing. 

10 Where a specific notice of 
opportunity for hearing (as defined in 
paragraph (b)(1) of this section) is used, 
tor Commissioner will enter summary 
judgment against a person who requests 
0 hearing, making findings and 
conclusions, denying a hearing, if it 
conclusively appears From the face of 
,ne data, information, and factual 


analyses in the request for the hearing 
thut there is no genuine and substantial 
issue of fact which precludes the refusal 
to approve the application or the 
withdrawal of approval of the 
application; for example, no adequate 
and well-controlled clinical 
investigations meeting each of the 
precise elements of ( 314.126 and, for a 
combination drug product, 5 300 50, 
showing effectiveness have been 
identified. Any order entering summary 
judgment is required to set forth the 
Commissioner's findings and 
conclusions in detail and is required to 
specify why each study submitted fails 
to meet the requirements of the statute 
and regulations or why the request for 
hearing does not raise a genuine and 
substantial issue of fact. 

(ii) When following a general notice of 
opportunity for a hearing (as defined in 
paragraph (b)(1) of this section) the 
Director of the Center for Drugs and 
Biologies concludes that summary 
judgment against a person requesting a 
hearing should be considered, the 
Director wil] serve upon the person 
requesting a hearing by registered mail a 
proposed order denying a hearing. This 
person has 60 days after receipt of the 
proposed order to respond with 
sufficient data, information, and 
analyses to demonstrate that there is a 
genuine and substantial issue of fact 
which justifies a hearing. 

(iii) When following a general or 
specific notice of opportunity for a 
hearing a person requesting a hearing 
submits data or information of a type 
required by the statute and regulations, 
and the Director of the Center for Drugs 
and Biologies concludes that summary 
judgment against the person should be 
considered, the Director will serve upon 
the person by registered mail a proposed 
order denying a hearing. The person has 
60 days after receipt of the proposed 
order to respond with sufficient data, 
information, and analyses to 
demonstrate that there is a genuine and 
substantial issue of fact which justifies a 
hearing. 

(iv) If review of the data, information, 
and analyses submitted show that the 
basis for the order is not valid, for 
example, that substantial evidence of 
effectiveness exists, the Commissioner 
will enter summary judgment for the 
person requesting the hearing, and 
revoke the order. If a hearing is not 
requested, the order will become 
effective as published. 

(v) If the Commissioner grants a 
hearing, it will be conducted under Pail 
12 . 

(vt) The Commissioner will grant a 
hearing if there exists a genuine and 


substantial issue of fact or if the 
Commissioner concludes that a hearing 
would otherwise be in the public 
interest. 

(9) The repeal of any regulation 
constitutes a revocation of all 
outstanding certificates based upon such 
regulation. However, the Commissioner 
may. in his or her discretion, defer or 
stay such action pending a ruling on any 
related request for a hearing or pending 
any related hearing or other 
administrative or judicial proceeding. 

(c) Whenever any interested person 
submits an application or request under 
section 507 of the act and Part 314 and 
FDA sends the person an approyable 
letter under § 314.110 or a not 
approvable letter under } 314.120. the 
person may file a petition proposing the 
issuance, amendment, or repeal of the 
regulation under the provisions of 
section 507(f) of the act and Part 10. The 
Commissioner shall cause the 
regulations proposed in the petition to 
be published in the Federal Register 
within 60 days of the receipt of an 
acceptable petition and further 
proceedings shall be in accord with the 
provisions of sections 507(f) and 701 (f) 
and (g) of the act and Part 10. 

(d) (1) FDA will no promulgate a 
regulation providing for the certification 
of any batch of any drug composed 
wholly or in part of any kind of 
penicillin, streptomycin, 

chlortetracycline. chloramphenicol, 
bacitracin, or any other antibiotic drug, 
or any derivative thereof, intended for 
human U9e and no existing regulation 
will be continued in effect unless it is 
established by substantial evidence that 
the drug will have such characteristics 
of identity, strength, quality, and purity 
necessary to adequately ensure safety 
and efficacy of use. “Substantial 
evidence" has been defined by Congress 
to mean “evidence consisting of 
adequate and well-controlled 
investigations, including clinical 
investigations, by experts qualified by 
scientific training and experience to 
evaluate the effectiveness of the drug 
involved, on the basis of which it could 
fairly and responsibly be concluded by 
such experts that the drug will have the 
effect it purports or is represented to 
have under the conditions prescribed, 
recommended, or suggested in the 
labeling or proposed labeling thereof." 
This definition is made applicable to a 
number of antibiotic drugs by section 
507(h) of the act and it is the test of 
efficacy that FDA will apply in 
promulgating, amending, or repealing 
regulations for all antibiotics under 
section 507(a) of the act as well. 
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(2) The scientific essentials of an 
adequate and well-controlled clinical 
investigation are described in S 314.126. 

Subpart F—Miscellaneous Provisions 

§314.410 Imports and exports of new 
drugs and antibiotics. 

(a) Imports . (1) A new drug or an 
antibiotic may be imported into the 
United States if: (i) It is the subject of an 
approved application under this part or* 
in the case of an antibiotic not exempt 
from certification under Part 433, it is 
also certified or released; or (ii) it 
complies with the regulations pertaining 
to investigational new drugs under Part 
312; and it complies with the general 
regulations pertaining to imports under 
Subpart E of Part 1. 

(2) A drug substance intended for use 
in the manufacture, processing, or 
repacking of a new drug may be 
imported into the United States if it 
complies with the labeling exemption in 
§ 201.122 pertaining to shipments of drug 
substances in domestic commerce. 

(b) Exports. (1) A new drug or an 
antibiotic may be exported if it is the 
subject of an approved application 
under this part, and, in the case of an 
antibiotic, it is certified or released, or it 
complies with the regulations pertaining 
to investigational new drugs under Part 
312. 

(2) A new drug substance that is 
covered by an application approved 
under this part for use in the 
manufacture of an approved drug 
product may be exported by the 
applicant or any person listed as a 
supplier in the approved application, 
provided the drug substance intended 
for export meets the specifications of. 
and is shipped with a copy of the 
labeling required for. the approved drug 
product. 

(3) An antibiotic drug product or drug 
substance that is subject to certification 
under section 507 of the act. but w hich 
has not been certified or released, may 
be exported under section 801(d) of the 
act if it meets the following conditions: 

(i) It meets the specifications of the 
foreign purchaser 

(ii) It is not in conflict with the laws of 
the country to which it is intended for 
export: 

(iii) It is labeled on the outside of the 
shipping package that it is intended for 
export; and 

(iv) It is not sold or offered for sale in 
the United States. 

§ 314.420 Drug master files. 

(a) A drug master file is a submission 
of information to the Food and Drug 
Administration by a person (the drug 
master file holder) who intends it to be 


used for one of the following purposes: 

To permit the holder to incorporate the 
information by reference when the 
holder submits an investigational new 
drug application under Part 312 or 
submits an application or an 
abbreviated application or an 
amendment or supplement to them 
under this pari, or to permit the holder 
to authorize other persons to rely on the 
information to support a submission to 
FDA without the holder having to 
disclose the information to the person. 
FDA ordinarily neither independently 
reviews drug master files nor approves 
or disapproves submissions to a drug 
master file. Instead, the agency 
customarily reviews the information 
only in the context of an application 
under Part 312 or this part. A drug 
master file may contain information of 
the kind required for any submission to 
the agency, including information about 
the following: 

(1) Facilities and operating procedures 
used to manufacture a drug substance or 
drug product; 

(2) Drug substances or components 
used in the manufacture of a drug 
product, or drug products; 

(3) Packaging materials; 

(4) Components used in drug products, 
including colors, flavors, and essences; , 
or 

(5) Preclinical or clinical data. 

(b) An investigational new drug 
application or qn application, 
abbreviated application, amendment, or 
supplement may incorporate by 
reference all or part of the contents of 
any drug master file in support of the 
submission if the holder authorizes the 
incorporation in writing. Each 
incorporation by reference is required to 
describe the incorporated material by 
name, reference number, volume, and 
page number of the drug master file. 

(c) A drug master file is required to be 
submitted in three copies. The agency 
has prepared under § 10.9t)(b) a 
guideline that provides information 
about how to prepare a well-organized 
drug master file. If the drug master file 
holder adds, changes, or deletes any 
information in the file, the holder shall 
notify in writing, each person authorized 
to reference that information. Any 
addition, change, or deletion of 
information in a drug master file (except 
the list required under paragraph (d) of 
this section) is required to be submitted 
in three copies and to describe by name, 
reference number, volume, and page 
number the information affected in the 
drug master file. 

(d) The drug master file is required to 
contain a complete list of each person 
currently authorized to incorporate by 
reference any information in the file. 


identifying by name, reference number, 
volume, and page number the 
information that each person is 
authorized to incorporate. If the holder 
restricts the authorization to particular 
drug products, the list is required to 
include the name of each drug product 
and the application number, if known, to 
which the authorization applies. 

(e) The public availability of data and 
information in a drug master file, 
including the availability of data and 
information in the file to a person 
authorized to reference the file, is 
determined under Part 20 and § 314.430 

§ 314.430 Availability for public disclosure 
of data and information In an application. 

(a) The Food and Drug Administration 
will determine the public availability of 
any part of an application under this 
section and Part 20. For purposes of this 
section, the application includes all data 
and information submitted with or 
incorporated by reference in the 
application, including investigational 
new drug applications, drug master files 
under § 314.420, supplements submitted 
under § 314.70. reports under § 314.80. 
and other submissions. For purposes of 
this section, safety and effectiveness 
data include all studies and tests of a 
drug on animals and humans and all 
studies and tests of the drug for identity, 
stability, purity, potency, and 
bioavailability. 

* (b) FDA will not publicly disclose the 
existence of an application before an 
approvable letter is sent to the applicant 
under § 314.110, unless the existence of 
the application has been previously 
publicly disclosed or acknowledged, The 
Center for Drugs and Biologies will 
maintain and make available for public 
disclosure a list of applications for 
which the agency has sent an 
approvable letter to the applicant. 

(c) If the existence of an unapproved 
application has not been publicly 
disclosed or acknowledged, no data or 
information in the application is 
available for public disclosure. 

(d) If the existence of an application 
has been publicly disclosed or 
acknowledged before the agency sends 
an approval letter to the applicant, no 
data or information contained in the 
application is available for public 
disclosure before the agency sends an 
approval letter, but the Commissioner 
may. in his*or her discretion, disclose a 
summary of selected portions of the 
safety and effectiveness data that are 
appropriate for public consideration of a 
specific pending issue, for example, for 
consideration of an issue at an open 
session of an FDA advisory committee. 
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(e) After FDA sends an approval letter 
to the applicant, the following data and 
information in the application are 
immediately available for public 
disclosure, unless the applicant shows 
that extraordinary circumstances exist. 

A list of approved applications is 
publicly available from the Government 
Printing Office, Washington. DC 20102. 
The list is updated monthly. 

(1) (Reserved) 

(2) If the application applies to a new 
drug, all safety and effectiveness data 
previously disclosed to the public as sot 
forth in 5 20.81 and a summary or 
summaries of the safety and 
effectiveness data and information 
submitted with or incorporated by 
reference in the application. The 
summaries do not constitute the full 
reports of investigations under section 
505(b)(1) of the act (21 U.S.C. 355(b)(1)) 
on which the safety or effectiveness of 
thtf drug may be approved. The 
summaries consist of the following: 

(i) For an application approved before 
July 1.1975. internal agency records that 
describe safety and effectiveness data 
and information, for example, a 
summary of the basis for approval or 
internal reviews of the data and 
information, after deletion of the 
following: 

(o) Names and any information that 
would identify patients or test subjects 
or investigators. 

(I/) Any inappropriate gratuitous 
comments unnecessary to an objective 
analysis of the data and information. 

(ii) For an application approved on or 
after July 1.1975, a Summary Basis of 
Approval (SBA) document that contains 
a summary of the safety and 
effectiveness data and information 
evaluated by FDA during the drug 
approval process. The SBA is prepared 
in one of the following ways: 

(a) Before approval of the application, 
the applicant may prepare a draft SBA 
which the Center for Drugs and 
Biologies will review and may revise. 

The draft may be submitted with the 
application or as an amendment. 

(/?) The Center for Drugs and Biologies 
may prepare the SBA. 

(3) A protocol for a test or study, 
unless it is shown to fall within the 
exemption established for trade secrets 
and confidential commercial 
information in § 20.61. 

(4) Adverse reaction reports, product 
experience reports, consumer 
complaints, and other similar data and 
information after deletion of the 
following: 

(i) Names and any information that 
would identify the person using the 

product 


(ii) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(5) A list of all active ingredients and 
any inactive ingredients previously 
disclosed to the public as set forth in 

S 20.81. 

(6) An assay method or other 
analytical method, unless it serves no 
regulatory or compliance purpose and is 
shown to fall within the exemption 
established for trade secrets and 
confidential commercial information in 
§ 20.61. 

(7) All correspondence and written 
summaries of oral discussions between 
FDA and the applicant relating to the 
application, under the provisions of Part 
20 . 

(8) All records showing the testing of 
an action on a particular lot of a 
certifiable antibiotic by FDA. 

(f) All safety and effectiveness data 
and information which have been 
submitted in an application and which 
have not previously been disclosed to 
the public are available to the public, 
upon request, at the time any one of the 
following events occurs unless 
extraordinary circumstances are shown: 

(1) No work is being or will be 
undertaken to have the application 
approved. 

(2) A final determination is made that 
the application is not approvable and all 
legal appeals have been exhausted. 

(3) Approval of the application is 
withdrawn and all legal appeals have 
been exhausted. 

(4) A final determination has been 
made that the drug is not a new drug. 

(5) For applications submitted under 
section 505(b) of the act, the effective 
date of the approval of the first 
application submitted under section 
5Q5(j) of the act which refers to such 
drug, or the date on which the approval 
of an application under section 505(j) 
which r^ers to such drug could be made 
effective if such an application had been 
submitted. 

(6) For applications submitted under 
sections 5Q5(j). 506, and 507 of the act, 
when FDA sends an approval letter to 
the applicant. 

(g) The following data and 
information in an application are not 
available for public disclosure unless 
they have been previously disclosed to 
the public as set forth in § 20.81 or they 
relate to a product or ingredient that has 
been abandoned and they do not 
represent a trade secret or confidential 
commercial or financial information 
under § 20.61: 

(1) Manufacturing methods or 
processes, including quality control 
procedures. 


(2) Production, sales distribution, and 
similar data and information, except 
that any compilation of that data and 
information aggregated and prepared in 
a way that does not reveal data or 
information which is not available for 
public disclosure under this provision is 
available for public disclosure. 

(3) Quantitative or semiquantitative 
formulas. 

(h) The compilations of information 
specified in § 20.117 are available for 
public disclosure. 

§314.440 Addresses for applications. 

(a) Applicants shall send applications 
and other correspondence relating to 
matters covered by this part, except for 
products listed in paragraph (b) of this 
section, to the Center for Drugs and 
Biologies. Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, and directed to the 
appropriate office identified below: 

(1) An application under { 314.50 
submitted for filing should be directed to 
the Document and Records Section 
(HFN-106). Applicants may obtain 
folders for binding applications from 
that office. After FDA has filed the 
application, the agency will inform the 
applicant which one of the divisions in 
the Office of New Drug Evaluation is 
responsible for the application. 
Amendments, supplements, 
resubmissions, requests for waivers, and 
other correspondence about an 
application that has been filed should be 
directed to the appropriate division. 

(2) An abbreviated application under 
{ 314.55, and amendments, supplements, 
resubmissions, and other 
correspondence about an abbreviated 
application should be directed to the 
Division of Generic Drugs (HFN-230). 
Applicants may obtain folders for 
binding abbreviated applications from 
that office. 

(3) A request for an opportunity for a 
hearing under § 314.110 or § 314.120 on 
the question of whether there are 
grounds for denying approval of an 
application, except an application under 
paragraph (b) of this section, should be 
directed to the Division of Regulatory 
Affairs (HFN-360). 

(b) Applicants shall send applications 
and other correspondence relating to 
matters covered by this part for the drug 
products listed below to the Office of 
Biologies Research and Review (HFN- 
825). Center for Drugs and Biologies, 
Food and Drug Administration, 8800 
Rockville Pike, Bethesda. MD 20205, 
except applicants shall send a request 
for an opportunity for a hearing under 

§ 314.110 or § 314.120 on the question of 
whether these are grounds for denying 
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approval of an application to the 
Director, Office of Biologies Research 
and Review (HFN-800), at the same 
address. 

(1) Ingredients packaged together with 
containers intended for the collection, 
processing, or storage of blood and 
blood components. 

(21 Urokinase products. 

(3) Plasma volume expanders and 
hydroxycthyl starch for leukapheresis. 

§ 314.445 Guidelines. 

(a) The Food and Drug Administration 
prepares guidelines under § 10.90(b) to 
help persons comply with requirements 
in this part. 

(h) The Center for Drugs and Biologies 
will maintain and make publicly 
available a list of guidelines that apply 
to the Center's regulations. The list 
states how a person can obtain a copy 
of each guideline. A request for a copy 
of the list should be directed to the 
Office of Consumer and Professional 
Affairs (HFN-10). Center for Drugs and 
Biologies, Food und Drug 
Administration, 5600 Fishers Line, 
Rockville, MD 20657. 

PART 330—OVER-THE-COUNTER 
(OTC) HUMAN DRUGS WHICH ARE 
GENERALLY RECOGNIZED AS SAFE 
AND NOT MISBRANDED 

9. Part 330 is amended in § 330.10 by 
revising paragraph (c). to read as 
follows: 

§ 330.10 Procedures for classifying OTC 
drugs as generally recognized ss safe and 
effective and not misbranded, and for 
establishing monographs. 

• • i » • 

(c) Information und data submitted 
under this section shall include, with 
respect to each nonclinical laboratory 
study contained in the application, 
either a statement that the study was 
conducted in compliance with the good 
laboratory practice regulations set forth 
in Part 58 of this chapter, or, if the study 
was not conducted in compliance with 
such regulations, a brief statement of the 
reason for the noncompliance. 

PART 430—ANTIBIOTIC DRUGS; 
GENERAL 

10. Part 430 is amended: 

a. By revising Subpart B to read as 
follows: 

Subpart B—Antibiotic Drugs Affected 
by the Drug Amendments of 1962 

$ 430.10 Certification or release of 
antibiotic drugs affected by the drug 
amendments of 1962. 

(a) Before the 1962 amendments to it. 
the Federal Food, Drug, and Cosmetic 


Act only permitted the Food and Drug 
Administration to provide for the 
certification of hutches of antibiotic 
drugs containing penicillin, 
streptomycin, chlortetracycline. 
chloramphenicol, or bacitracin, or any 
derivative of them. FDA certified those 
drugs under regulations promulgated on 
the basis of scientific proof of the drugs* 
safety and effectiveness. Most drugs 
containing an antibiotic other than one 
of those listed were subject to the new 
drug provisions of the act, which 
required that an applicant show that the 
drug was safe and obtain FDA approval 
of a new drug application before 
marketing It An affirmative showing of 
effectiveness was not then required to 
obtain approval. Some antibiotic drugs 
that were not subject to certification, 
however, were also not subject to the 
new drug provisions of the act under 
informal FDA opinions that the drug 
was "not a new drug" or "no longer a 
new drug." FDA revoked those opinions 
under 5 310.100 of this chapter. 

(b) The 1962 amendments amended 
section 507 of the act to require the 
certification, release without 
certification, or exemption from 
certification, of all antibiotic drugs on 
the basis of scientific proof of safety and 
effectiveness. The amendments 
provided that FDA implement them for 
antibiotic drugs that were marketed on 
April 30.1963 and were not subject to 
the certification provisions on that date. 
FDA is implementing the amendments 
with respect to antibiotic drugs formerly 
subject to the new drug provisions of the 
act through its Drug Efficacy Study 
Implementation (DESI) program under 
which the agency is evaluating those 
antibiotic drugs for efficacy. Until FDA 
completes that evaluation it will permit 
continued marketing of those antibiotic 
drugs under paragraph (c) of this 
section. The agency is also 
implementing the 1962 amendments with 
respect to antibiotic drugs formerly not 
subject to either the certification or new 
drug provisions of the act and the 
agency is evaluating those antibiotic 
drugs for both safety and efficacy. Until 
FDA completes that evaluation, it will 
permit continued marketing of those 
antibiotic drugs under paragraph (d) of 
this section. 

(c) Unless exempted from 
certification. FDA will certify or release 
antibiotic drugs which on April 30,1963 
were the subject of an approved new 
drug application under section 505 of the 
act. under regulations providing for 
certification of the drugs. Although the 
initial regulation for each of these drugs 
established under section 507(h) of the 
act was not conditioned upon an 
affirmative finding of the effectiveness 


of the drug, FDA Is proceeding under its 
DESI program to amend or repeal those 
regulations to provide for certification of 
those drugs only if they had been shown 
to be both safe and effective. 

(d) Unless exempted from 
certification. FDA will release without 
certification an antibiotic drug that was 
marketed on April 30, 1963, but not 
subject to certification, and not subject 
to an approved new drug application on 
that date, unless FDA has made a 
determination that the drug has not been 
shown to be safe or lacks substantial 
evidence of effectiveness under the 
DESI program. FDA is proceeding under 
its DESI program to establish 
regulations under section 507 to provide 
for certification of those drugs only if 
they have been shown to be safe and 
effective. 

§ 430.20 I Removed 1 

b. By removing f 430.20 Procedure for 
the issuance, amendment, or repeal of 
regulations. 

PART 431—CERTIFICATION OF 
ANTIBIOTIC DRUGS 

11. Part 431 is amended: 

5 431.1 [Amended! 

In § 431.1 Requests for certification, 
check tests and assays, and working 
standards: information and samples 
required by removing and reserving 
paragraph (b). 

§431.16 (Removed 1 

b. By removing § 431.16 Changes in 
facilities or controls: changes in mailing 
or promotional pieces. 

c. By revising § 431.17, to read as 
follows: 

§ 431.17 Request to provide for 
certification of an antibiotic drug. 

A request under section 507 of the 
Federal Food. Drug, and Cosmetic Act to 
provide for certification of an antibiotic 
drug is required to comply w'ilh the 
procedures and meet the requirements 
applicable to the submission to the Food 
and Drug Administration and review by 
the agency of applications and 
abbreviated applications, and 
amendments and supplements to them, 
under Part 314 of this chapter. 

§431.50 (Amended! 

d. In § 431.50 Forms for certification 
or exemption of antibiotic drugs by 
removing the entries for Form 5 and 
Form 6. 

§431.60 [Removed] 

e. By removing § 431.60 Records and 

reports concerning experience with 
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antibiotic drags for human use for 
which a certificate or release has been 
issued 

§431.70 (Amended) 

f. In 9 431.70 Confidentiality of data 
and information in an investigational 
new drug notice for an antibiotic drug . 
paragraphs (b) and (c) are amended by 
changing the references “9 431.71" to 

* 9 314.430 of this chapter". 

§ 431.71 (Removed) 

g. By removing 9431.71 Confidentiality 
of data and information in an antibiotic 
drug file . 

PART 433—EXEMPTIONS FROM 
ANTIBIOTIC CERTIFICATION AND 
LABELING REQUIREMENTS 

§ 433.25 | Removed I 

12. Part 433 is amended by removing 
§ 433.25 Antibiotic drugs intended for 
export 

PART 510—NEW ANIMAL DRUGS 

§ 510.3 1 Amended) 

B. Part 510 is amended: 

a. In 9 510.3 Definitions and 
interpretations in paragraph (1) by 
removing the words ,# and 9 310.9 of this 
chapter”. 

b. In § 510.95 by revising the first 
sentence, to read as follows: 

§ 510.95 Designated journals. 

The following journals arc available 
to the Food and Drug Administration 
*md thus permit waiving of the 
submission of reprints and summaries 
covering reports contained in these 
journals to the extent that such 
requirements arc waived in the 
regulations in this part: 


PART 511—NEW ANIMAL DRUGS FOR 
INVESTIGATIONAL USE 

13. Part 511 is amended in 9 511.1 by 
revising paragraph (b)(4)(ii). to read as 

follows: 

§511.1 New animal drugs for 
investigational use exempt from section 
512 (a) of the act. 

• • • • • 

(b) • • • 

(4) * • * 

(ii) All labeling and other pertinent 
information to be supplied to the 
investigators. When such pertinent 
information includes nonclinical 
laboratory studies, the information shall 
include, with respect to each nonclinical 
study, either a statement that the study 
was conducted in compliance with the 
requirements set forth in Part 58 of this 
chapter, or. if the study was not 


conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. 

• • • • • 

PART 514—NEW ANIMAL DRUG 
APPLICATIONS 

14. Part 514 is amended: 

a. In 9 514.1 by revising paragraph 

(b) (12)(iii). to read as follows: 

$ 514.1 Applications. 

• • • • • 

(b) • • * 

( 12 ) • * * 

(ill) Will respect to each nonclinical 
laboratory study contained in the 
application, either a statement that the 
study was conducted in compliance with 
the good laboratory practice regulations 
set forth in Part 58 of this chapter, or, if 
the study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 

• t • • • 

b. In 9 514.8 by revising paragraph (1). 
to read as follows: 

§514.0 Supplemental new animal drug 
applications. 

♦ • • • • 

(I) A supplemental application that 
contains nonclinical laboratory studies 
shall include, with respect to each 
nonclinical study, either a statement 
that the study was conducted in 
compliance with the requirements set 
forth in Part 58 of this chapter, or, if the 
study was not conducted in compliance 
with such regulations, a brief statement 
of the reason for the noncompliance. 

c. In 9 514.15 by revising paragraph 

(c) . to read as follows: 

§514.15 Untrue statements In 
applications. 

• • • • • 

(c) Any nonclinical laboratory study 
contained in the application was not 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in Part 58 of this chapter, and the x 
application fails to include a brief 
statement of the reason for the 
noncompliance. 

d. In 9 514.110 by revising paragraph 
(b)(8), to read as follows: 

§514.110 Reasons for refusing to file 
applications. 

• • • • • 

(b) • # * 

(8) It fails to include, with respect to 
each nonclinical laboratory study 
contained in the application, either a 
statement that the study was conducted 
in compliance with the good laboratory 
practice regulations set forth in Part 58 


of this chapter, or. if the study was nut 
conducted in compliance with such 
regulations, a brief statement of the 
reasons for the noncompliance. 

• • • • * 

e. In 9 514.111 by revising paragraph 

(a) (ll). to read as follows: 

§514.111 Refusal to approve an 
application. 

(a) * • * 

(11) Any nonclinical laboratory study 
that is described in the application and 
that is essential to show that the drug is 
safe for use under the conditions 
prescribed, recommended, or suggested 
in its proposed labeling, was not 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in Part 58 of this chapter and no 
reason for the noncompliance is 
provided or, if it is, the differences 
between the practices used in 
conducting the study and the good 
laboratory practice regulations do not 
support the validity of the study. 

• • • • • 

f. In 9 514.115 by revising paragraph 

(b) (4), to read as follows: 

9 514.115 Withdrawal of approval of 
applications. 

* • • • • 

(b) 

(4) That any nonclinical laboratory 
study that is described in the application 
and that is essential to show that the 
drug is safe for use under the conditions 
prescribed, recommended, or suggested 
in its proposed labeling, was not 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in Part 58 of this chapter and no 
reason for the noncompliance is 
rovided or. if it is. the differences 
etween the practices used in 
conducting the study and the good 
laboratory practice regulations do not 
support the validity of the study. 


PART 570—FOOD ADDITIVES 

15. Part 570 is amended in 9 570.35 by 
revising paragraph (c)(l)(vi). to read as 
follows: 

§ 570.35 Affirmation of generally 
recognized aa safe (GRAS) status. 

• • • • • 

(c) • • • 

(!)••• 

(vi) If nonclinical laboratory studies 
are involved, additional information and 
data submitted in support of filed 
petitions shall include, with respect to 
each nonclinical study, either a 
statement that the study was conducted 
in compliance with the requirements set 
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forth in Part 58 of this chapter, or, if the 
study was not conducted in compliance 
with such regulations, a brief statement 
of the reason for the noncompliance. 


PART 571—FOOD AOOITIVE 
PETITIONS 

16. Part 571 is amended: 

a. In $ 571.1 by revising paragraph (k). 
to read as follows: 

5 571.1 Petitions. 

• • • • • 

(k) If nonclinicai laboratory studies 
are involved, petitions filed with the 
Commissioner under section 409(b) of 
the act shall include, with respect to 
each study, either a statement that the 
study was conducted in compliance with 
the requirements set forth in PHrt 58 of 
this chapter, or, if the study was not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. 

b. In } 571.6 by revising the last 
sentence of the section to read as 
follows: 

5 571.6 Amendment of petition. 

* * * If nonclinicai laboratory studies 
are involved, additional information and 
data submitted in support of filed 
petitions shall include, with respect to 
each such study, either a statement that 
the study was conducted in compliance 
with the requirements set forth in Part 
58 of this chapter, or, if the study was 
nut conducted in compliance with such 
regulations, a brief statement of the 
reason or the noncompliancc. 

PART 801—LICENSING 

17. Part 601 is amended In 5 601.2 by 
revising the first sentence of paragraph 

(a), to read as follows: 

5 601.2 Applications for establishment 
sod product licenses; procedures for filing. 

(a) General. To obtain a license for 
any establishment or product, the 
manufacturer shall make application to 
thp Director, Office of Biologies 
Research and Review, on forms 
prescribed for such purposes, and in the 
case of an application for a product 
license, shall submit data derived from 
nonclinicai laboratory and clinical 
studies which demonstrate that the 
manufactured product meets prescribed 
standards of safety, purity, and potency: 
with respect to each nonclinicai 
laboratory* study, either a statement that 
the study was conducted in compliance 
with the requirements set forth in Part 
58 of this chapter, or. if the study was 
not conducted in compliance with such 
regulations, a brief statement of the 


reason for the noncompliance: 
statements regarding each clinical 
investigation involving human subjects 
contained in the application, that it 
either was conducted in compliance 
with the requirements for institutional 
review set forth in Part 56 of this chapter 
or was not subject to such requirements 
in accordance with ] 50.104 or 5 56.105, 
and was conducted in compliance with 
requirements for informed consent set 
forth in Part 50 of this chapter, a full 
description of manufacturing methods: 
data establishing stability of the product 
through the dating period; sample(s) 
representative of the product to be sold, 
bartered, or exchanged or offered, sent, 
curried or brought for sale, barter, or 
exchange; summaries of results of tests 
performed on the iot(s) represented by 
the submitted sample(s); and specimens 
of the labels, enclosures, and containers 

proposed to be used for the product. 

• • • 

• • • * • 

PART 812—INVESTIGATIONAL 
DEVICE EXEMPTIONS 

18. Part 812 is amended in S 812.27 by 
revising paragraph (b)(3). to read as 
follows: 

5 812.27 Report of prior investigations. 


(3) If information on nonclinicai 
laboratory studies is provided, a 
statement that ail such studies have 
been conducted in compliance with 
applicable requirements in the good 
laboratory practice regulations in Part 
58, or if any such study w as not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. Failure or 
inability to comply with this 
requirement does not justify failure to 
provide information on a relevant 
nonclinicai test study. 

PART 1003—NOTIFICATION OF 
DEFECTS OR FAILURE TO COMPLY 

19. Part 1003 is amended in S 1003.31 
by revising paragraph (b). to read as 
follows: 

§ 1003.31 Granting the exemption. 

» • • * * 

(b) Such views and evidence shall be 
confined to matters relevant to whether 
the defect in the product or its failure to 
comply with an applicable Federal 
standard is such as to create a 
significant risk of injury, including 
genetic injury, to any person and shall 
be presented in writing unless the 
Secretary determines that an oral 
presentation is desirable. Where such 


evidence includes nonclinicai laboratory 
studies, the data submitted shall 
include, with respect to each such study, 
either a statement that the study was 
conducted in compliance with the 
requirements set forth in Part 58 of this 
chapter, or. if the study was not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. When 
such evidence includes clinical 
investigations involving human subjects, 
the data submitted shall include, with 
respect to each clinical investigation 
either a statement that each 
investigation was conducted in 
compliance with the requirements set 
forth in Part 56 of this chapter, or a 
statement that the investigation is not 
subject to such requirements in 
accordance with 5 56.104 or 5 56.105, 
and a statement that each investigation 
was conducted in compliance with the 
requirements set forth in Part 50 of this 
chapter. 

# » # » » 

9 

PART 1010—PERFORMANCE 
STANDARDS FOR ELECTRONIC 
PRODUCTS: GENERAL 

20. Part 1010 is amended: 

a. In 5 1010.4 by revising paragraph 

(b) (l)(bc), to read as follows: 

5 1010.4 Variances. 

• • • • » 

(t>r • • 

(ix) With respect to each nonclinicai 
labqratory study contained in the 
application, either a statement that the 
study was conducted in compliance w'ith 
(he good laboratory practice regulations 
set forth in Part 56 of this chapter, or, if 
the study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 

« » • • • 

b. In 5 1010.5 by revising paragraph 

(c) (13). to read as follows: 

4 1010.5 Exemptions for products 
intended for United Ststee Government 
use. 

• • • • • 

(c) • • • 

(13) With respect to each nonclinicai 
laboratory study contained in the 
application, either a statement that the 
study was conducted in compliance with 
the requirements set forth in Part 58 of 
this chapter, or, if the study was not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. 

• • • • * 


■ 
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effective date. These regulations are 
effective May 23.198S. except § 314.B0 is 
effective August 22.1985. 

I Secs 408, 501. 502. 503, 505. SOS. 507. 512-516. 
531. 701. 70S. 52 Slat. 1049-1053 as amended. 
1055. lose as amended. 55 Slat 851.59 Slat. 
48.1 as amended. 72 Stat. 1785-1788 as 
amended. 74 Slut. 399-407 at amended. 82 
S'-t 343-351.90 Slat. 540-500 (21 U.S.C. 348. 
351 352. 353. 355. 350. 357. 360t.-380f. 371. 

37f)|: sec. 215. 301. 351. 354-380F. 58 Stat 009. 
703 .«* amended. 82 Slat. 1173-1180 as 
•mended (42 U.S.G 216. 241. 262, 263b-238n) 
Trank. E. Young. 

Cl -miaioner of food and Drugs. 

Margaret M. Heckler. 

Si rertary of Health and Human Service*. 

Baled: December 7,1984. 

[FK Doc. 85-4071 Filed 2-21-85:8:45 am) 
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DEPARTMENT OF THE INTERIOR 

Office of Surface Mining Reclamation 
and Enforcement 

30 CFR Parts 701, 736, 740, 746, 750, 
and 772 

Surface Coal Mining and Reclamation 
Operations; Permanent Regulatory 
Program; Application Fee for Permit 
To Conduct Surface Coal Mining and 
Reclamation Operations; Application 
Fee for Coal Exploration Permit; Fee 
for Processing Mining Plan; Fee for 
Mid-Term Review of Surface Coal 
Mining and Reclamation Permit 

agency: Office of Surface Mining 
Reclamation and Enforcement. Interior 
action: Proposed rule. 

summary: The Office of Surface Mining 
Reclamation and Enforcement (OSM] of 
the U.S. Department of the Interior (the 
Department) proposes a rule which 
would govern the collection by OSM of 
application fees for permits to conduct 
surface coal mining and reclamation 
operations, and for permits to conduct 
coal exploration, as well as fees for 
processing mining plans and for mid¬ 
term review of surface coal mining and 
reclamation permits. Recipients of these 
services would be required to reimburse 
OSM for the actual cost incurred by the 
Department in providing the service. 

The rule would apply to applications 
for mining on Indian lands, in the 
Federal Program States (Georgia. Idaho. 
Massachusetts. Michigan. North 
Carolina. Oregon, Rhode Island. South 
Dakota, Tennessee and Washington), 
and on Federal lands in States not 
having State-Federal cooperative 
agreements. The rule would also require 
payment to the Department for costs the 
Department incurs in reviewing and 
approving mining plans. 

DATES: 

Proposed Implementation: After 
promulgation of the final rule. OSM 
proposes to bill the recipient of a 
covered service for all costs incurred by 
the Department beginning February 22. 
1985. (Other possible alternatives are 
discussed in this preamble.) 

Written Comments: OSM will accept 
written comments on the proposed rule 
until 5 p.m. eastern time on May 3.1985. 

Public Hearings: Upon request. OSM 
will hold public hearings on the 
proposed rule in Washington, D.C.. 
Denver. Colorado, and Knoxville. 
Tennessee at 9:30 a m. local time on 
April 26.1985. Upon request. OSM also 
will hold public hearings in the States of 
Georgia. Idaho. Massachusetts, 
Michigan. North Carolina. Oregon, 


Rhode Island. South Dakota, and 
Washington at times and on dates to be 
announced. The deadline for requesting 
a hearing is 5:00 p.m. eastern time on 
April 5,1985. 

ADDRESSES: 

Written Comments: Hand-deliver to 
the Office of Surface Mining, 
Administrative Record. Room 5315,1100 
L Street. NW.. Washington. D.C.; or mail 
to the Office of Surface Mining. 
Administrative Record. Rpom 5315L. 

1951 Constitution Avenue. NW.. 
Washington. D.C 20240. 

Public Hearings: Department of the 
Interior Auditorium. 18th and C Streets. 
NW.. Washington. D.C.; Brooks Towers. 
2d Floor Conference Room, 1020 15th 
Street. Denver. Colorado; and the Hyatt 
House. 500 Hill Avenue. SE., Knoxville. 
Tennessee. The address for any hearing 
scheduled in the States of Georgia. 
Idaho, Massachusetts. Michigan. North 
Carolina. Oregon. Rhode Island. South 
Dakota, or Washington will be 
announced prior to the hearing. 

FOR FURTHER INFORMATION CONTACT: 
Murray Newton. Chief. Branch of 
Regulatory Programs, Office of Surface 
Mining, U.S. Department of the Interior. 
1951 Constitution Avenue. NW.. 
Washington. DC 20240; Telephone: 202- 
343-5860 (Commercial or FTS). 
SUPPLEMENTARY INFORMATION; 

L Public Comment Procedures 
II. Background 

III Discussion of Proposed Rule 
IV. Procedural Matters 

I. Public Comment Procedures 

Written Comments 

Written comments submitted on the 
proposed rule should be specific, should 
be confined to issues pertinent to the 
proposed rule, and should explain the 
reason for any change that is 
recommended. Comments received after 
the close of the comment period (see 
"dates") may not be considered or 
included in the Administrative Record 
for the final rule. 

Public Hearings 

OSM will hold public hearings on the 
proposed rule on request only. The times 
and locations scheduled for three of the 
hearings are specified previously in this 
notice (see "DATES"and "addresses"). 
Additional times and locations will be 
announced later for hearings requested 
in any of the remaining States. 

Any person interested in making an 
oral or written presentation at a hearing 
should inform Mr. New ton (see "FOR 
FURTHER INFORMATION CONTACT") of the 
desired hearing location by 5:00 p.m. 
eastern time on April 5.1985. If no one 
has contacted Mr. Newton to express an 


interest in participating in a hearing at a 
given location by that date, the hearing 
will not be held. 

If a hearing is held, it will continue 
until all persons wishing to testify have 
been heard. To assist the transcriber 
and ensure an accurate record, OSM 
requests that persons who testify at a 
hearing give the transcriber a written 
copy of their testimony. To assist OSM 
in preparing appropriate questions. OSM 
also requests that persons who plan to 
testify submit to OSM. at the address 
previously specified for the submission 
of written comments (see 
"ADDRESSES"), an advance copy of their 
testimony. 

II. Background 

The following discussion is divided 
under six major headings. Under the 
first heading four significant issues 
considered by OSM in drafting the 
proposed rule are identified. Under the 
next four headings each of these four 
issues is discussed in its relevant 
statutory and regulatory context. Under 
the last heading the typical costs 
incurred by OSM in processing 
applications for surface coal mining ami 
reclamation permits and mining plans 
are described. 

A. Significant Issues 

In drafting the proposed rule, OSM 
confronted four significant issues: For 
which OSM serv ices is the collection of 
a fee appropriate? Should OSM set a 
fixed fee schedule, or charge the 
recipient of a service for actual costs? 
Where a fee iB appropriate, what 
specific items or activities involved in 
providing a service should the fee cover? 
What provision should be made for 
small operators? 

The following four sections discuss 
OSM's tentative resolution of each of 
these issues. The public is encouraged to 
comment on these issues, to identify 
others, and to submit any additional 
information or analysis that might assist 
OSM In drafting the final rule. 

B. For Which OSM Services Is a Fee 
Appropriate? 

OSM has identified the following 
services it provides to identifiable 
private recipients where a fee may be 
appropriate: (1) The processing of 
applications for surface coal mining and 
reclamation permits, including the 
renewal of, revision of. or transfer, 
assignment or sale of rights in an 
existing permit. (2) The review of 
existing State permits upon substituting 
Federal enforcement for the permitting 
portion of a State program, or upon 
implementing the permitting portion of a 
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Federal program. (3) The processing of 
mining plans and mining plan 
modifications. (4) The processing of coal 
exploration permits. (5) Inspection and 
enforcement. And (8) the mid-term 
review of surface coal mining and 
reclamation permits. 

The rule as proposed today would 
provide for the collection of a fee for all 
of these services except (2) the review of 
existing State permits upon substituting 
Federal enforcement and (5) inspection 
and enforcement. OSM seeks comments 
on which of these services should be 
included in the final rule. 

1. Processing of Applications for Surface 
Coal Mining and Reclamation Permits 

Section 507(a) of the Surface Mining 
Control and Reclamation Act of 1977 
(the Act or SMCRA). 30 U.S.C. 1257(a). 
provides that: 

Each application for a surface coat mining 
iind reclamation permit pursuant to an 
approved State program or a Federal program 
under the provisions of this Act shall be 
.icxompanied by a fee as determined by the 
:<*gulatory authority. Such fee may be less 
thun but shall not exceed the actual or 
aMicipated cost of reviewing, administering, 
tind enforcing such permit issued pursuant to 
a State or Federal program. The regulatory 
authority may develop procedures so as to 
enable the cost of the fee to be paid over the 
term of the permit. 

There are four situations where the 
requirements of $ 507(a) apply to OSM 
for processing surface coal mining and 
reclamation permit applications: (a) 
Under a Federal program for a State, (b) 
on Federal lands, (c) on Indian lands, 
and (d) upon substituting Federal 
enforcement for the permitting portion of 
a State program. In these situations 
OSM processes four different types of 
permit applications: (1) For an original 
permit. (2) for the renewal of an existing 
permit, (3) for the revision of an existing 
permit and (4) for the transfer, 
‘issignmen! or sale of rights in an 
existing permit. The following 
discussion first covers each of the four 
potential fee situations, and then the 
four different types of permit 
applications. 

Federal Programs for States. With 
respect to regulatory programs for 
States, the requirements of section 
507(a) have been incorporated into the 
OSM rule at 30 CFR 777.17. Section 
777.17 requires that the regulatory 
authority determine and the applicant 
pay a fee with each application for a 
surface coal mining and reclamation 
permit. 

Where OSM implements a Federal 
program for a State, and thus becomes 
the regulatory authority, 30 CFR 
738.22(b) requires that the Federal 


program comply with 30 CFR Chapter 
VII. Subchapter C, which in 3 777.17 
provides for the collection of a fee. 
Currently, there is no corresponding 
Federal program rule which implements 
this requirement and provides a means 
for determining the amount of the fee. 

To remedy this deficiency. OSM 
proposes to add to 30 CFR Part 736— 
which governs the promulgation of a 
Federal program for a State—a new 
3 738.25 which would require that, as the 
application fee for a permit to conduct 
surface coal mining and reclamation 
operations, an applicant reimburse OSM 
for the actual cost incurred by the 
Department in processing the 
application. 

OSM has promulgated Federal 
programs for the States of Georgia, 
Idaho. Massachusetts. Michigan, North 
Carolina, Oregon. Rhode Island. South 
Dakota. Tennessee and Washington. 
OSM solicits public comment on the 
effect of the proposed rule in each of 
these Federal program States. 

Federal Lands. The Federal lands 
program rules are found at 30 CFR 
Chapter VIJ, Subchapter D. Part 740 of 
Subchapter D provides for the regulation 
of surface coal mining and reclamation 
operations on Federal lands. Part 745 
sets forth the requirements for 
cooperative agreements for State 
regulation of operations on Federal 
lands under section 523(c) of SMCRA. 

Under the Federal lands program 
rules, regulatory jurisdiction over 
operations on Federal lands may be 
exercised by OSM. the State or jointly. 
Where there is an approved State 
program but no cooperative agreement. 
OSM is the regulatory authority on 
Federal lands. In a State with a State- 
Federal cooperative agreement under 
Section 523(c) of the Act, the State is the 
regulatory authority. Finally, 
cooperative agreements may require 
OSM concurrence with, or other OSM 
action related to. the permitting decision 
of the State regulatory authority for 
operations on Federal lands. 

Section 740.11 provides that upon 
approval or promulgation of a regulatory 
program for a State, that program 
applies to surface coal mining and 
reclamation operations on Federal 
lands. Existing 5 740.13(b) requires that 
un application for a permit on Federal 
lands include a fee determined by the 
criteria of the applicable regulatory 
program. Under existing 3 740.13(b). in 
States with approved programs the State 
fee criteria apply on Federal lands, 
whether or not there Is a cooperative 
agreement. 

OSM proposes to revise $ 740.13(b) to 
require that: (1) Notwithstanding 
3 740.11, where OSM is the regulatory 


authority for Federal lands the applicant 
shall reimburse OSM for actual costs as 
provided in proposed 3 701.12: and (2) 
where a State is the regulatory authority 
under a cooperative agreement the 
applicant shall reimburse the State as 
provided by the fee criteria of the State 
regulatory program. OSM proposes this 
provision because State fee schedules 
are based upon the State's needs. Where 
it is the Department rather than the 
State which is incurring the costs of the 
subject activity, the State s schedules 
would not reflect OSM s costs. 

In addition. OSM proposes to add to 
§ 740.13(b) a new provision applicable 
in States where a cooperative agreement 
requires OSM concurrence with, or other 
OSM action related to, the permitting 
decision of the State regulatory 
authority. 

Other OSM actions related to the 
State permitting decision for operations 
on Federal lands include, for example, 
findings of compatibility under 
3 522(e)(2) of SMCRA, and associated 
environmental assessments and impact 
statements. Proposed 5 740.13(b)(iii) 
would require applicants to reimburse 
OSM for the actual cost incurred by the 
Department in making the decision on 
concurrence or taking other action. 

With respect to the fee for OSM 
concurrence or other action, authority 
for 3 740.13(b)(iii) Is provided both by 
SMCRA and by 5 9701 of the 
Independent Offices Appropriation Act, 
which is discussed in greater detail in 
this preamble under subsequent heading 
'II.B.3. Processing of Mining Plans . ** 

Indian Lands. OSM has recently 
promulgated a rule for regulating surface 
coal mining and reclamation operations 
on Indian lands, to be codified at 30 CFR 
Chapter VII, Subchapter E. See 49 FR 
38402 (September 28.1984). The Indian 
lands rule provides in 3 750.12(a) for the 
payment of a permit application fee as 
determined by OSM. (49 FR 38478). 

Consistent with the previously 
described proposals for Federal 
programs for States, and for the Federal 
lands program. OSM proposes to revise 
§ 750.12(a) to require that an applicant 
for a permit to conduct surface coal 
mining and reclamation operations on 
Indian lands reimburse OSM for the 
actual cost incurred by the Department 
in processing the application. 

As indicated in the preamble to the 
Indian lands rule, until the final version 
of this proposed rule is promulgated 
OSM will not enforce the requirement 
for payment of a permit application fee 
for operations on Indian lands. (49 FR 
38470. September 28.1984). However, 
upon promulgation of a final rule in this 
rulemaking, OSM would bill for costs 
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incurred from this date forward (unless 
a different implementation is chosen). 

Federal Enforcement of a State 
Program. Where OSM enforces the 
permitting portion of a State regulatory 
program under 30 CFR 733.12. the fee 
criteria of the State program apply to 
permit applications processed by OSM 
for operations in the State. OSM is the 
regulatory authority for permitting 
purposes under these circumstances, 
and the applicable fee is payable to 
OSM. However, because the State 
regulatory program remains in effect, the 
State fee criteria govern the payment of 
permit application fees. 

Because the existing rule governing 
Federal enforcement appear to include 
sufficient provisions to cover the 
payment of permit application fees in 
this situation, the proposed rule does not 
include any corresponding revision of 30 
CFR Part 733. Nevertheless, there are 
four situations involving pending permit 
applications in which determination of 
the applicable fee criteria may be 
somewhat ambiguous. 

One situation is where OSM as 
regulatory authority processes a permit 
application that was pending when 
OSM instituted Federal enforcement of 
the permitting portion of a State 
program, and for which the applicant 
already had paid a fee to the State. In 
this situation the fee criteria of the State 
program apply, and since the applicant 
already had paid the required fee to the 
State. OSM would collect no additional 
fee for processing the application. Due 
to the difficulty of determining the 
equitable State and Federal shares of 
the fee in this situation, and in the 
absence of any corresponding rule, OSM 
would not seek to recoup from the State 
any part of the fee to defray its 
processing costs. 

The second situation is where OSM. 
after withdrawing approval of a State 
program, substitutes a Federal program 
and processes a permit application that 
was submitted to the State regulatory 
authority before the State program was 
withdrawn, and for which the applicant 
already had paid a fee to the State. In 
this situation the fee criteria of the State 
program would have applied when the 
application was filed, but would be 
superseded by the fee criteria of the 
Federal program. So even though the 
applicant already had paid a fee to the 
State, the Federal program under the 
proposed rule would require that the 
applicant reimburse OSM for the actual 
cost incurred by the Department in 
processing the application 

In this latter situation. OSM would 
consider the date on which the State 
program was withdrawn as the date of 
receipt of the application, and bill the 


applicant for actual costs incurred from 
that date onward. To insure that an 
applicant did not pay twice for the same 
service, in calculating the actual balance 
due under proposed $ 701.12(b) OSM 
would credit the applicant for any fee 
previously paid to the State. The fee 
provisions of the proposed rule 
otherwise would apply in full. 

The third situation is where a State 
regains permitting authority from OSM 
upon termination of Federal 
enforcement of a State program, and the 
State as regulatory authority takes over 
the processing of a permit application 
for which the applicant had paid a fee to 
OSM. Due to the difficulty of 
determining the equitable State and 
Federal shares of the fee. OSM in this 
situation would keep the entire fee 
payable to OSM under the State fee 
criteria, and not transfer any part of it to 
the State. Nevertheless, the State os the 
new regulatory authority could charge 
the applicant an additional fee 
authorized by the fee criteria of the 
State program. 

The fourth situation is where a State, 
upon OSM approval of the State 
program, takes over the processing of a 
permit application that was pending 
before OSM under a Federal program, 
and for which the applicant is required 
to reimburse OSM for actual costs under 
the fee criteria of the Federal program. 

In this situation, upon approval of the 
State program the fee criteria of the 
State program would apply. 
Nevertheless, under the proposed rule 
the applicant would be required to 
reimburse OSM for the actual coats 
incurred by the Department in 
processing the application while the 
Federal program was in effect. As in the 
preceding situation, the State as the new 
regulatory authority could charge the 
applicant an additional fee authorized 
by the fee criteria of the Slate program. 

OSM solicits public comment on the 
implementation of the proposed rule in 
these four situations. OSM also seeks 
comment on whether the final rule 
should amend 30 CFR Part 733 to include 
specific provisions covering the 
application of the proposed rule to these 
or other situations involved in Federal 
enforcement of a State program. 

Types of Permit Applications. In the 
previously described permitting 
situations. OSM as regulatory authority 
processes four different types of permit 
applications: (1) For a new (original) 
permit, (2) for the renewal of an existing 
permit, (3) for the revision of an existing 
permit, and (4) for the transfer, 
assignment or sale of rights in an 
existing permit. The fee requirement of 
section 507(a) of SMCRA applies to each 
of these four types of applications. Each 


type of application conveys a similar 
benefit to the applicant, and 
notwithstanding their varying degrees of 
complexity each requires similar 
processing by OSM. Accordingly, in the 
proposed rule each independent fee 
regulation governing an application for a 
permit to conduct surface coal mining 
and reclamation operations explicitly 
would apply not only to an application 
for a new permit, but also to these other 
types of applications. 

2. Review of Existing Permits Upon 
Substituting Federal Enforcement of a 
State Program, or Implementing a 
Federal Program 

Upon substituting Federal 
enforcement for the permitting portion of 
a State program, or implementing the 
permitting portion of a Federal program. 
OSM may review existing State permits 
to determine compliance with SMCRA, 
the applicable regulatory program, and 
any additional regulation OSM rnay 
promulgate OSM tentatively has 
concluded that It would be 
inappropriate to charge the affected 
operators a fee for such review. 

The need for this review is not caused 
by any request or other action of any 
identifiable permit holder, but rather by 
a deficiency in the administration of the 
State regulatory program in general. To 
charge permit holders a fee under such 
circumstances would expose them to 
potentially significant, but unforeseen 
and unpredictable expense over which 
they have little or no control. While 
OSM would not charge a fee for the 
review itself, the fee provisions of the 
proposed rule would apply in full to any 
permit revision required to correct a 
deficiency identified during review. 

3. Processing of Mining Plans 

The Mineral Leasing Act of 1920 
(MLA). as amended. 30 U.S.C. 181 et 
seq .. provides for the exploration, 
leasing and development of Federal coal 
deposits. Section 202(a) of 30 U.S.C. 
provides for the review and approval of 
mining plans by the Secretary of the 
Interior for coal mining operations on 
Federal lands. 

Under 30 CFR 740.4 the Secretary is 
responsible for approval, disapproval or 
conditional approval of a mining plan or 
modification thereto, and OSM is 
responsible for preparing and submitting 
to the Secretary a corresponding 
decision document. The review and 
decision process is governed by the 
OSM rules at 30 CFR Part 746. 

Currently, Part 746 contains no 
requirement that an opera tor/lessee pay 
a fee or otherwise reimburse OSM for 
the cost incurred by the Department in 
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the mining plan review and decision 
process. However, this process confers a 
substantial benefit on the operator/ 
lessee at considerable cost to the 
Department. Therefore, consistent with 
the previously described fee proposals 
for regulatory programs. OSM proposes 
to add to Part 746 a new $ 746.12 which 
would require an operator/lessee to 
reimburse OSM for the actual cost 
incurred by the Department in 
processing a mining plan, including a 
modification of an existing plan. 

The reimbursement provision in 
§ 746.12 is proposed under the authority 
of section 9701 of Pub. L 97-258, 96 Stat. 
1051 (31 U.S.C. 9701). which prior to 
editorial revision and recodification was 
section 501 (31 U.S.C. 483(a)) of the 
Independent Offices Appropriation Act 
1IOAA). Section 9701 of the IOAA 
authorizes an agency to prescribe 
regulations establishing the charge for a 
service or thing of value provided by the 
agency. 

Under section 9701 the charge shall be 
fair and based on the costs to the 
government, the value of the thing or 
service to the recipient, the public policy 
or interest served, and other relevant 
facts. Guidance to the Federal agencies 
for interpreting section 9701 is provided 
by Bureau of the Budget Circular No. A- 
25 of September 23.1959, and by related 
judicial precedent. 

Requiring an operator/lessee to 
reimburse OSM for the actual cost 
incurred by the Department in 
piocesslng a mining plan is authorized 
by the IOAA. OSM tentatively has 
concluded that not requiring such 
reimbursement would be inconsistent 
with sound budgetary principles. 

The term “operator/lessee** used in 
the proposed rule is defined by 43 CFR 
U80.0-5(a)(27) as a ‘lessee, licensee, 
and/or one conducting operations on a 
Federal lease or license under a written 
contract or written agreement with the 
lessee or licensee.’* Section 746.12 would 
apply only to operator/lessees who 
submit mining plans or mining plan 
modifications for operations on lands 
containing Federal coal. It would not 
apply to the review' and approval of 
mining plans under 25 CFR 218.7 for 
operations on Indian lands, as OSM is 
not responsible for such review. 

4 Processing of Coal Exploration 

Permits 

The OSM rules at 30 CFR Part 772 
govern “coal exploration operations on 
all lands except for Federal lands 
subject to the requirements of 43 CFR 
Parts 3480-3487.“ Section 772.12(a) 
requires that before conducting 
exploration removing more than 250 
tons of coal, any person who meets 


specified criteria must “submit an 
application and obtain written approval 
from the regulatory authority in an 
exploration permit.** 

Currently, an application fee is not 
required for a coal exploration permit. 
The procedures employed and the types 
of costs incurred by OSM in the review 
and decision process for a coal 
exploration permit are similar to those 
for a surface coal mining and 
reclamation permit although the 
magnitude of costs associated with 
processing exploration permits would 
likely be much smaller than those in 
processing mining permits. Thus, it 
would be inconsistent to charge a fee for 
the latter but not the former. For this 
reason OSM proposes to revise 
5 772.12(a) to require that where OSM is 
the regulatory authority, an applicant for 
a coal exploration permit shall 
reimburse OSM for the actual cost 
incurred by the Department in 
processing the application. 

The reimbursement provision in 
§ 772.12(a) is proposed under the 
authority of 89701 of the IOAA, as was 
described previously for proposed 
5 746.12 under the heading “U.B.3. 
Processing of Mining Plans . " 

Related to the requirement for a coal 
exploration permit in $ 772.12(a) is the 
notice requirement in 8 772.11 for 
exploration removing 250 tons of coal or 
less. OSM does not propose to charge a 
fee for the submission of a written 
notice of intent to explore under 8 772,11 
because no readily definable costs are 
incurred by OSM in processing this 
notice. 

5. Inspection ond Enforcement 

Two essential activities of OSM in 
administering the requirements of 
SMCRA are inspection and 
enforcement. Inspection is governed by 
section 517 of SMCRA. 30 U.S.C. 1267, 
and enforcement by $ 521. 30 U.S.C. 

1271. Rules governing these two 
activities are found at 30 CFR Chapter 
VII. Subchapter L 

As noted previously, section 507(a) of 
SMCRA authorizes OSM to collect a 
permit application fee. which may 
reflect the anticipated cost of 
“administering . . . and enforcing** the 
permit, which would include both 
inspection and enforcement. 

Additional authority to recover the 
cost of inspection and enforcement is 
provided by the IOAA. Mississippi 
Power & Light v. U.S. Nuclear 
Regulatory Comm’n . 601 F.2d 223, 231 
(5th Cir. 1979) (“in conducting routine 
inspections, the Commission provides a 
service to the licensee by assisting him 
in complying with those statutory and 
regulatory requirements necessary for 


retention of his licensee.. . . We hold 
that the Commission may properly 
assess a fee for the cost of providing this 
service.**) 

Notwithstanding this statutory 
authority for recovering the cost of 
inspection and enforcement, the 
Congress in section 507(a) of SMCRA 
expressly recognized that OSM may 
elect to recover “less than [its) actual or 
anticipated cost** for a particular 
service. OSM has not determined 
whether to charge either applicants or 
permit holders a fee for inspection and 
enforcement, but encourages comment 
on this issue. Not charging for such 
activities would ensure that the 
frequency and intensity of inspection 
and enforcement practices fully reflect 
OSM’s firm commitment to the goals of 
SMCRA, and are not inhibited by any 
inadvertent concern for the costs that 
might be imposed on surface mining 
operators resulting from such activities. 
Moreover, OSM is concerned about 
imposing economic burdens on 
operators in addition to the permit 
application fees. Abandoned Mine 
Reclamation Fees, and, for non¬ 
complying operators, civil penalties, all 
of which are charged under SMCRA. 

Approval of a permit application 
confers on an operator a specific 
benefit, as, in certain respects, do 
inspection and enforcement. While 
inspection and enforcement protect the 
health and safety of the public and help 
preserve important agricultural, 
environmental, historic and mineral 
resources, these efforts also benefit 
operators by enabling the lawful 
continuation of responsible mining, and 
by reducing the likelihood of citizen 
complaints. 

Although the proposed rule includes 
no specific provision for the collection 
by OSM of a fee for either inspection or 
enforcement. OSM solicits comment on 
several possible alternatives for the 
final rule which could include a fee for 
inspection and enforcement. Under one 
alternative, such a fee might be based 
on an estimate of the inspection and 
enforcement costs OSM would incur 
over the life of the permit, and be 
collected by OSM as part of the permit 
application fee. Under another 
alternative, it might be based on actual 
expenses, and be collected by OSM. 
perhaps on an annual basis, after the 
permit is issued and inspection and 
enforcement are carried out. Under 
either of these alternatives, OSM might 
collect a fee based on all or some lesser 
part of its inspection and enforcement 
costs, such as ftfty percent, and special 
provision might be made for a reduced 
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inspection and enforcement fee for small 
operators. 

While estimating in advance the cost 
of inspection and enforcement might 
seem less difficult than estimating the 
cost of permit review, since the number 
and cost of the inspections required for 
a given operation are relatively 
constant, this alternative does present a 
number of potential problems. To 
account for differences in the size of 
permitted operations, and the 
corresponding differences in inspection 
costs. OSM either would have to vary 
the fee estimate from permit-to-permit, 
or collect a single fee based on an 
overage of the inspection costs for all 
operations. And since enforcement costs 
are a function of permit non compliance. 
OSM would either have to predict in 
advance the enforcement actions 
required for each permit, or again collect 
a single fee based on an average of the 
enforcement costs anticipated for all 
operations. Under either system it is 
likely that some permittees would pay 
more than their share of inspection and 
enforcement costs, and others less. 

Under an averaging system, smaller 
operations might bear a 
disproportionate share of these costs. 
Under cither system of estimated costs 
some permittees would be required to 
pay enforcement costs notwithstanding 
their strict permit compliance. And 
under either system it would be difficult 
to determine precisely which 
enforcement costs properly are 
reimbursable by a permittee. 

An inspection and enforcement fee 
based on actual costs would eliminate 
some of the drawbacks of an estimated 
fee system, but not entirely. While the 
costs attributable to a given permittee 
would be more clearly defined, there 
still would remain the question of which 
enforcement costs properly are 
reimbursable. For permittees on 
relatively small operations in remote 
locations, actual inspection costs might 
be disproportionately large due to the 
time required for an inspector to travel 
to and from the operation, nr the need to 
maintain an inspection staff for o 
relatively small number of operations in 
an area with little mining activity. And 
under either alternative there may be an 
economic hardship to some permittees 
on marginal operations. 

OSM requests that commentcrs on the 
preceding alternative rule proposals give 
their views on these and any other 
issues they believe are relevant to the 
collection of a fee for inspection and 
enforcement. 

ft Mid-Term Permit Review 

Under 30CFR 788.11 the'regulatory 
authority is required to review 


outstanding surface coal mining and 
reclamation permits not later than the 
middle of the permit term. Where OSM 
is the regulatory authority under a 
Federal program for a State, on Federal 
lands, on Indian lands, or upon 
substituting Federal enforcement for the 
permitting portion of a State program. 
OSM is required to conduct this mid¬ 
term review. OSM proposes to charge 
permit holders a fee for this service. 

Under section 507 of SMCRA. OSM is 
authorized to charge applicants for the 
cost of administering the permit. This 
includes the cost of mid-term review, a 
process in which the Department may 
incur substantial cost. OSM is not aware 
of any reason that militates against 
charging a fee for mid-term review. 

Although section 507(a) of SMCRA 
specifies that a fee shall accompany a 
surface coal mining and reclamation 
permit application, rather than applying 
directly to the permit itself, OSM 
interprets section 507(a) as also 
authorizing a fee for review of the 
permit. This interpretation is based on 
the provision of section 507(a) that 
“|t|he regulatory authority may develop 
procedures so as to enable the cost of 
the fee to be paid over the term of the 
permit/' 

By charging permittees after mid-term 
review, rather than requiring an 
applicant to pay the estimated cost of 
this review at the time a permit 
application is filed, the payment for this 
service would be postponed, as 
contemplated by section 507(a). Also, 
this procedure would facilitate an 
accurate assessment of the costs. Thus. 
OSM tentatively has concluded that it is 
perferable to charge the permit holder 
after the review is completed. 

Additional authority' for charging a fee 
for mid-term permit review is provided 
by i 9701 of the IOAA. as was described 
previously under the heading "I1.B.3. 
Processing of Mining Pians ." 

For these reasons, where OSM is the 
regulatory authority under a Federal 
program for a State, on Federal lands, or 
on Indian lands. OSM proposes to 
charge a permittee for the actual cost 
incurred by the Department in 
performing a mid-term permit review. 
Where OSM is the regulatory authority 
upon substituting Federal enforcement 
for the permitting portion of a State 
program. OSM would charge the holder 
of a State permit the mid-term review 
fee specified by the State fee criteria. 

C Should OSM Set a Fixed Fee 
Schedule, or Charge the Ri*cipiunt of a 
Service for Actual Costs? 

OSM has identified two alternative 
mechanisms by which it might structure 
a fee for its services—(1) a fixed fee 


schedule, and (2) actual costs. Due to the 
legal and practical difficulties 
associated with the development of a 
fixed fee schedule for the essentially 
open-ended services it provides. OSM 
tentatively has concluded that the better 
alternative is to recover actual costs. 

The United States Supreme Court, in 
interpretfhg the IOAA, has held that 
under that statute an agency must base 
a fee for a service on its value to an 
identifiable recipient. National Coble 
Television Assn. (NCTA), Inc* v. United 
States . 415 U.S. 336 (1974): Federal 
Power Comm'n v. New England Power 
Co., 415 U.S. 345 fl974). In a series of 
contemporaneous cases on this issue, 
the United States Court of Appeals for 
the District of Columbia Circuit 
specified the requirements an agency 
must meet to justify a particular fee. 
National Coble Television v. Federal 
Communications Comm 7?. 554 F.2d 1094 
(D.C. Cir. 1976): Electronics Industries 
Assn v. Federal Conununications 
Comm'n, 554 F2d 1109 (D.C. Cir. 1976); 
National Ass 7i of Broadcasters v. 
Federal Communications Comm'n, 554 
F.2d 1118 (D.C Cir. 1978); Capital Cities 
Communications, Inc. v. Federal 
Communications Comm'n, 554 F.2d 1135 
(D.C Cir. 1976). 

Summarizing its interpretation of the 
"value to the recipient' standard as laid 
down in NCTA, the D.C Circuit in 
National Association of Broadcasters 
stated: 

Briefly, we have interpreted the '‘value to 
the recipient** standard to include a number 
of specific requirements. First, the 
Commission must justify the assessment of u 
fee by a dear statement of the particular 
service or benefit which it is expected to 
reimburse. Second, ii must calculate the coat 
basis for each fee assessed. This involves (a) 
an allocation of the specific expenses which 
form the coal basis far the fee to the smaller 
practical unit; fb) exclusion of any expense s 
incurred to serve an independent public 
interest: and (c) a public explanation of the 
specific expenses included In the exist basis* 
for a particular fee. and an explanation of the 
criteria used to include or exclude particular 
items. Finally, the Commission must set a fee 
calculated to return this cost basis at a raft 
which reasonably reflects the cost of the 
services performed or the value conferred 
upon the payer. The fees may lie imposed on 
beneficiaries of agrncy services who sufish 
the criteria of NCTA and New England 
Power. 

554 F.2d ul 1133 (emphasis in original: 
footnote omitted). 

The services far which OSM proposes 
to collect a fee—namely, the processing 
of applications for surface coal mining 
and reclamation permits, mining plans 
applications for coal exploration 
permits, and mid-term permit review— 
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vary considerably in the content from 
ret ipient-to-recipient. 

Involved may be large western or 
smaller eastern mines; surface and/or 
underground operations; an 
environmental impact statement or 
r j sessment: independent, joint or 
cooperative Federal-State responsibility; 
and numerous other variables. In view 
of these variables it would be difficult 
for OSM to calculate in advance the cost 
basis of a fixed fee schedule with the 
specificity addressed by National 
Association of Broadcasters. 

Actual cost as the basis for permit 
application fees is expressly provided 
for by | 507(a) of SMCRA, which states 
that such fees "shall not exceed the 
actual or anticipated cost" of the permit 
process. 

The charging of actual cost by the 
Bureau of Land Management under the 
authority of the Mineral Leasing Act and 
the !OAA has been upheld by the 
courts. Sohio Transportation Co. v. 
United States. No. 134-82L (Ct. CL filed 
|une 12,1984); Net-ado Pott er Co. v. 

Watt. , 711 F.2d 913 (10th Cir. 1983); 

Alumet v, Andrus, 807 F.2d 911 (10th Cir. 
1979 ). 

And even where a particular item of 
actual cost has been disallowed, the 
practice itself of charging actual cost 
has not been invalidated. Public Service 
Co. of Colorado v. Andrus. 433 F. Supp. 
H4 (D. Colo. 1977), 

From the standpoint of the recipient of 
u service, the process of actual cost 
rrmtbursement provides several 
advantages as compared to a fixed fee 
schedule. A fixed fee schedule is 
i i ssartly based on an average of the 
estimated cost of providing a service to 
a large number of recipients. Not only is 
there a potential that this estimate might 
exceed the true cost, but also that the 
cost of servicing a particular recipient 
might be significantly less than the 
average— in either instance leading to 
an effective overcharge. 

With actual cost reimbursement, 
however, each recipient is charged only 
for the documented cost of providing the 
service. Moreover, the recipient can, and 
H.is an incentive to. cooperate in 
reducing the cost incurred by the 
cy. And after billing the recipient 
car; examine the actual cost the agency 
hu* documented, and for any item which 
appears to lack justification seek 
additional review. For these reasons the 
proposed rule is based on actual cost 
r < mbursement rather than a fixed fee 
schedule. 


D. What Sped fie Items or Activities 
Involved in Providing a Service Should 
the Fee Cover? 

In providing the services covered by 
the fee provisions of the proposed rule. 
OSM incurs many identifiable costs. 
Among the cost items involved are 
labor, management, materials, 
machines, travel, overhead, contracts, 
and environmental studies and 
documents, to name only a few. These 
items involve both direct costs, such as 
the salary of an employee, and indirect 
costa, such as those for fringe benefits, 
office space, heat light, supervision and 
other overhead. 

And not only does OSM itself incur 
cost in providing the services covered 
by the fee provisions of the proposed 
rule; such costs also are incurred by 
other organizations within the 
Department. For example, as recited in 
30 CFR 740.4. the decision process for a 
mining plan involves the Secretary' and 
the Bureau of Land Management, and 
the SMCRA permitting process may 
involve the Fish and Wildlife Service or 
other land management agency within 
the Department. 

Because of the diverse situations in 
which the proposed rule would operate, 
it is impossible to predict in advance 
precisely what cost items might be 
involved in providing a particular 
covered service. In implementing the 
proposed rule OSM intends to recoup, to 
the maximum extent permitted by luw. 
all of the actual costs both direct and 
indirect, incurred by the Department in 
providing each covered service. 

One OSM cost that has generated 
considerable controversy in the past, 
and therefore merits specific discussion, 
is that for compliance with 5 1Q2(2)(C) of 
the National Environmental Policy Act of 
1980 (NEPA). 42 U.S.C 4332(2)10. and 
particularly for the preparation of an 
environmental impact statement (EIS). 
The need for an EIS may significantly 
increase the cost to OSW of providing a 
service. 

With minor exception the courts 
consistently have held that the cost of 
preparing an EIS is recoverable from an 
applicant or other recipient of a service. 
Sohio Transportation Co. v. United 
States . No. 134-82L (Ct. Cl., filed June 
12. 1984); Nevada Power Co. v. Watu 711 
F2d 913 110th Cir. 1983); Alumet v. 
Andrus. 007 F-2d 911 |10th Cir. 1979): 
Mississippi Power Sr Light Ca v. 

Nuclear Regulatory Comm 7? 601 F.2d 
223 (5th Cir. 1979). cer/. denied. 444 U.S. 
1102 (1980); but see. Public Sendee Co. 
of Colorado v. Andrus, 433 F. Supp. 144 
(D. Colo. 1977). 

Accordingly, for any service covered 
by the proposed rule OSM proposes also 


to recoup ail costs incurred by the 
Department in complying with 
5 102(2)(C) of NEPA. including the cost 
of preparing an EIS. 

£ What Provision Should Be Made for 
Small Operators? 

Section 507(a) of SMCHA provides 
that the application fee for a surface 
coal mining and reclamation permit 
"may be less than" 9 the actual or 
anticipated processing cost. (Emphasis 
added.) The legislative history of 
SMCHA indicates that one intent of the 
Congress in drafting this provision was 
to protect small operators from 
excessive costs. 

In discussing H.R. 13950. a precursor 
to the enacted bill, the House Committee 
Report states: 

Section 507(a): Under the old bill the 
amount of the application fee win to be 
based as nearly as possible on the costs of 
adminstering the permit application. Small 
operators were concerned that this might 
significantly increase the front end Qosts and 
put him (sic) at a disadvantage to the larger 
operator. In H R 13950 the language was 
changed to allow the regulatory authority to 
charge an applicant for less than the cost of 
administering the application, 

H R. Rep 1445, 94th Cong.. 2d Sees 7 11978) 
{emphasis added). 

Consistent with this expressed intent 
of the Congress, for small operators who 
apply for a surface coal mining and 
reclamation permit the proposed rule 
would authorize OSM to waive 
reimbursement of any actual cost in 
excess of $500. In addition, in keeping 
with the intent of the Congress the 
proposed rule would authorize OSM to 
make a similar waiver in connection 
with the fees for other services covered 
by the rule. 

F. Typical Processing Costs. 

The typical costs historically incurred 
by OSM in processing permit 
applications and mining plans provide a 
reasonable estimate of the fees OSM 
would collect under the proposed rule. 
Because OSM in the past did not have a 
detailed accounting system to monitor 
such costs, the following figures are only 
approximations based on the best data 
available. Except for the cost of 
environmental impact statement (EIS) 
preparation, the figures include only 
those costs incurred at the applicable 
OSM technical center, and do not 
include those incurred at OSM 
headtjuarters in Washington. D.C. or at 
other OSM offices. 

Typical permit application and mining 
plan processing costs for western mines 
for the several years that data are 
available have ranged from $37,000 to 
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over $110,000. with an average cosl of 
$60,000. Where an EJS was required for 
a western mine, the processing cost 
increased by an amount ranging from 
$75,000 to $200,000. For eastern mines, 
permit application processing costs for 
the years that data are available have 
ranged from $8,000 to $29,000. No figures 
are available on the cost of FJS 
preparation for eastern mines. Allhough 
no data are available on the cost of 
processing applications for the renewal 
of. revision of, or transfer assignment or 
sale of rights in existing permits. OSM 
anticipates that these costs typically 
would be lower than those for 
processing applications for original 
permits. 

OSM experience as the regulatory 
authority in Tennessee indicates that 
over the five-year life of a permit the 
cost of inspecting an eastern mine 
approximates $70,000. OSM experience 
in Oklahoma suggests that the cost of 
inspecting a western mine for a 
comparable period may exceed $75,000. 
Because enforcement actions vary 
greatly from permit-to-permit, it is not 
possible to make a meaningful estimate 
of typical enforcement costs. 

111. Discussion of Proposed Rule 

A* Proposed implementation Date 

After promulgation of the final rule, 
OSM proposes to bill the recipients of 
covered services for all costs incurred 
by the Department in providing such 
services beginning today, the 
publication date of the proposed rule. 
This implementation date would apply 
regardless of when OSM began to 
provide the service, or at what stage 
OSM was in the review and decision 
process. Although proposal of this rule 
does not of itself impose a payment 
obligation, persons ore put on actual 
notice that the final rule may include 
payment obligations for costs incurred 
by the Department from today's date. 

Comments are requested on two 
possible alternative implementation 
dates. The First alternative would be to 
make the Final rule apply to costs 
incurred by the Department from 30 
days following the promulgation of the 
Final rule. Such a Final rule would result 
in the collection of fewer costs than the 
other alterrvatives. 

A second alternative, which could be 
adopted nationwide or. perhaps, only in 
Tennessee and on Indian lands, would 
be for the Department to bill for costs 
incurred subsequent to October 1.1984. 
The October 1, 1984, implementation 
dote would be selected for three 
reasons: First, it is the date on which 
OSM implemented the cost accounting 
procedures necessary for determining 


the actual cost of providing a service. 
Second, it is the beginning of a new 
fiscal year, and thus a logical 
benchmark for accounting purposes. 

And third, it marks the beginning of the 
Federal programs for Tennessee and 
Indian lunds. The preambles to those 
programs put applicants on notice that 
costs incurred subsequent to October 1, 
1984 could be recovered in a permit fee. 

R Overvie tv 

The proposed rule includes five 
independent cost reimbursement 
regulations, and in addition a series of 
comprehensive procedures that in 
varying degree would supplement each 
of them. The five independent 
regulations would require an applicant 
for or holder of a surface coal mining 
and reclamation permit, an operator/ 
lessee who submits a mining plan for 
review and approval, or an applicant for 
a coal exploration permit to reimburse 
OSM for the actual cost incurred by the 
Department in processing the 
application or mining plan, or 
performing a mid-term permit review. 

Proposed 30 CFR 738.25(a) would 
apply to an applicant for a permit under 
a Federal program for a State: 

5 736.25(b) to a permittee under a 
Federal program; $ 740.13(a)(4) to a 
permittee on Federal lands; 5 740.13(b) 
to an applicant for a permit on Federal 
lands; { 746.12 to an operator/lessee 
who submits a mining plan; $ 750.11(e) 
to a permittee on Indian lands; 

$ 750.12(a) to an applicant for a permit 
on Indian lands; and § 772.12(a)(2) to an 
applicant for a coal exploration permit. 

The comprehensive cost 
reimbursement procedures would 
establish uniform requirements for 
reimbursement of OSM under each of 
the five independent regulations. They 
also would include procedures 
governing reimbursement of OSM under 
any one or more of the five independent 
regulations. 

These comprehensive procedures 
would be codified at 30 CFR 701.12, and 
would include: Ceneral requirements: 
authority for OSM to waive 
reimbursement by a small operator of 
any actual cost exceeding $500; and fee 
calculation and payment procedures, 
including provision for installment 
payments by an applicant for a permit to 
conduct surface coal mining and 
reclamation operations. 

OSM has considered allowing an 
applicant to seek full or partial waiver 
of a fee upon satisfactory showing lhat 
payment of the full fee would cause 
undue hardship. OSM solicits (1) 
comment on whether and how such 
provision should be included, and (2) 
suggested criteria to ensure its 


reasonable, fair, and consistent 
application. 

The organization of the proposed rule 
is intended to achieve maximum 
uniformity with minimum repetition. 
Although the five independent 
regulations would apply to different 
types of services, and would operate in 
somewhat different statutory and 
regulatory contexts, each would impose 
essentially the same requirement— 
namely, that the recipient of a service 
reimburse OSM for the actual cost 
incurred by the Department in providing 
the service. In view of these similarities, 
OSM tentatively has concluded that the 
use of comprehensive provisions of 
general applicability is preferable to the 
promulgation of Five totally self- 
contained fee provisions. For 
consistency, any specific procedures 
applicable to a particular service also 
would be grouped with the 
comprehensive provisions. 

Each of the five independent fee 
regulations would be codiFied in the part 
of 30 CFR Chapter VII which governs 
the service for which the fee is charged 
The comprehensive provisions would be 
codiFied in existing 30 CFR Part 701. 
along with the general introductory 
material for the permanent regulatory 
program under SMCRA. 

Where the proposed rule refers to the 
■'Applicant.'* it is understood that the 
status of the applicant would change 
during the fee collection process, and 
that the applicant may, for example, 
become a permittee. For purposes of this 
rule, the term "applicant" should be 
read to include any subsequent status 
an applicant may acquire in the 
permitting process. 

To avoid unnecessary repetition of the 
phrase "mining plan or mining plan 
modiFtcation," the phrase "mining plan" 
is used throughout the proposed rule to 
apply to both original mining plans and 
mining plan modifications. 

C. Sectiom by Section Analysis 

Part 701—Permanent Regulatory 
Program 

Section 701.12 Cost reimbursemen t 
procedures. 

Section 701.12 would establish 
comprehensive procedures governing 
reimbursment of OSM for the actual cost 
incurred by the Department in providing 
a service covered by the proposed rule, 
including the processing of an 
application for a surface coal mining 
and reclamation permit, an application 
for a permit to conduct coal exploration 
and a mining plan, and the mid-term 
review of a surface coal mining and 
reclamation permit. 








Federal Register / Vol. 50. No. 36 / Friday, February 22. 1985 / ifroposed Rules 


7529 








Si ctkm 701 . J2/o/ General 
requirements. 

Section 701.121a) would include both 
general fee requirement* applicable to 
all operators, and provision for OSM to 
waive reimbursement by small 
operators of any actual cost in excess of 

$soa 

Except as provided in paragraph (a)(2) 
for a small operator. S 701.12(a)(1) 
would require the recipient of a service 
covered by the proposed rule to 
reimburse OSM as provided elsewhere 
in $701.12 for the actual cost incurred by 
the Department in providing the service. 

Under § 701.12(a)(2). upon the request 
of any person required to reimburse 
OSM under paragraph (a)(1). and a 
satisfactory showing that he or she is 
eligible under 30 CFR 795,6 as a small 
operator, OSM would be authorized to 
waive reimbursement of that part of the 
actual cost incurred by the Department 
in providing the service which exceeds 
$ 500 . 

The $500 maximum amount was 
selected to discourage frivolous 
applications, and to insure that small 
operators bear at least a portion of the 
cost of providing a service. This 
maximum amount would apply to all 
services covered by the proposed rule. 

A person who desired a waiver under 
\ 701.12(a)(2) would have to request the 
waiver and demonstrate to OSM that he 
or she is eligible under 30 CFR 795.6 as a 
small operator. Section 795.6 is the 
provision that governs eligibility for the 
Small Operator Assistance Program 
established under 507(c) of SMCRA. It 
generally requires that a person's 
production from all locations during any 
conM?cutive 12 month period during the 
permit term will not exceed 100,000 tons 
of coal. 

Notwithstanding the real or apparent 
status of the applicant or operator/ 

Imee as a small operator, OSM would 
have complete discretion to charge the 
full fee. This would enable OSM to 
consider any unique circumstances and 
deny a waiver in appropriate cases. 

OSM solicits public comment on 
whether $500 in an appropriate 
maximum amount to charge small 
operators, or whether the maximum fee 
should be reduced or increased to some 
other amount. 

Section 701.12(b) Calculation and 

billing of fee. 

Section 701.12(b) would specify the 
procedures by which OSM would 
calculate the actual C09t of providing a 
service and bill the recipient. This 
Action would require OSM to take the 
following steps: 


OSM would be required to keep a 
complete, accurate, detailed account of 
the actual cost incurred by the 
Department in providing the service, 
including but not limited to the direct 
and indirect cost of any labor, 
management, materials, machines, 
travel, overhead, contract 
environmental study or document or 
other necessary or appropriate item of 
cost Thi9 list of potential cost items is 
not meant to be inclusive, but merely 
represents some typical costs the 
Department may incur in providing a 
covered service. 

After providing the service, OSM 
would subtract from the actual cost 
incurred by the Department any 
advance payment made by the recipient 
of the service under subsequent 
paragraph (c)(l)(i). and either bill the 
recipient for the actual balance due. or 
refund any overpayment. Under this 
section. OSM could bill the recipient for 
work completed at any point in the 
review and decision process, and would 
not have to postpone billing until a final 
decision was made. In addition. OSM 
would be required to prepare, and 
submit to the recipient of the service 
along with the bill or refund, a detailed 
account of the actual cost incurred by 
the Department. 

In drafting the proposed rule. OSM 
considered several alternatives ways to 
schedule advance fee payments. Among 
them were advance payment of a 
specified amount, advance payment of 
the entire estimated amount of the fee. 
advance payment of part of the 
estimated amount of the fee. and no 
payment until after the service was 
provided. The proposed rule 
incorporates the first of these 
alternatives. 

The proposed postponement of 
payment of most of the fee until after 
OSM provides all or part of the service 
would relieve the recipient from 
potentially burdensome advance 
payment. It also would give OSM added 
incentive to provide the service in a 
timely manner. The proposed rule would 
apply in the same way to both pending 
and new applications and mining plans. 
Thus, after reviewing a pending 
application or mining plan. OSM would 
bill the applicant or ope rotor/lessee 
under proposed § 701.12(b)(2) for the 
actual balance due for costs incurred 
beginning on the implementation date of 
this rule. 

Section 701.12(c) Payment procedures. 

When payments due. Under 
s 701.12(c)(1 )(i) any person who requests 
that OSM provide a service covered by 
this section would be required to submit 
with the request an advance payment of 


$1,500. A person who requests a waiver 
as a small operator would be required to 
submit a reduced amount of $500. 
subject however to the payment of an 
additional $1,000 if the waiver was 
denied Where OSM is required by law 
to provide a service without a specific 
request, such as for mid-term permit 
review, an advance payment would not 
be required A person who applies for a 
surface coal mining and reclamation 
permit and submits a mining for the 
same operation plan would have to 
submit only one advance payment. 

Under i 701.12(6){l)(ii). the recipient 
of h service covered by this section 
would be required to pay any amount 
billed by OSM under $ 701.12 within 30 
days of the OSM billing date. OSM 
solicits comment on whether more time, 
such as 60 or 90 days, should be allowed 
for payment. OSM would be given 
authority to withhold the authorization 
sought by the recipient of the service 
until after payment was made of the 
amount billed. In addition to these 
payment requirements, an applicant 
authorized by OSM to pay in 
installments would be required to pay 
them by the deadlines recited in the 
installment payment provisions of 
5 701 12(c)(3). * 

Form of payment. Under 5 701.12(c)(2) 
any payment made under J 701.12 would 
have to be in the form of a check, draft 
or money order payable to OSM. 

Installment payments. Section 507(a) 
of SMCRA provides that "|t)he 
regulatory authority may develop 
procedures so as to enable the cost of 
the fee to be paid over the term of the 
(surface coal mining and reclamation] 
permit/' Accordingly, for a surface coal 
mining and reclamation permit 
§ 701.12(c)(3) would authorize payment 
of the application fee in annual 
installments. 

OSM solicits comment on an 
alternative payment procedure that 
would not provide for installment 
payments, but instead would require full 
payment within a specified time [e.g.. 90 
days of billing). 

the installment payment provisions of 
5 701.12(c)(3) would apply to the 
application fee for a surface coal mining 
and reclamation permit and to the fee 
for processing a mining plan. It would 
not apply to the application fee for a 
coal exploration permit or to the fee for 
mid-term permit review. It would not 
effect the requirement for an advance 
payment of $1,500. or in the case of a 
small operator $500, but would apply 
only to payment of the remaining actual 
balance due. 

Payments would be spreud over the 
Five-year life of the permit, with a 20 
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percent down payment and the 
remainder of the actual balance due 
payable in four installments due at 
succeeding one year intervals Since the 
use of installment payments would in 
effect constitute a loan, the applicant 
would be required to pay interest to 
OSM on the unpaid installment balance. 

Upon request, and a satisfactory 
showing that the applicant met either of 
two specified criteria. OSM would be 
required to authorize the applicant to 
pay the bill for the actual balance due 
under paragraph (b)(2J(ii) of this section 
in installments. The criteria are either 
that the actual balance due exceeds 4% 
of the capital [other than that for mobile 
equipment) needed to open the mine, or 
the coal reserves for the proposed mine 
are less than one million tons. OSM has 
excluded the cost of mobile equipment 
from the first criterion because the use 
of such equipment typically is not 
limited to a single mine. 

An applicant who desired to pay 
installments would have to submit to 
OSM prior to the date when payment 
was due a request to pay in 
installments, and a satisfactory showing 
that the proposed mine meets either of 
the specified criteria. The applicant 
could submit the request either before or 
after receiving the OSM bill for the 
actual balance due. Regardless of when 
the request was submitted, however, the 
applicant would be required to make all 
payments by the specified deadlines. 

An applicant who requested 
authorization to pay in installments 
would have to make a down payment of 
20 percent of the actual balance due 
within 30 days of the OSM billing date. 

If OSM authorized payment in 
installments, the applicant would pay 
the remainder of the actual balance due 
as specified in § 701.12(c)(3)(iv). If OSM 
disallowed payment in installments, the 
applicant would huve to pay the 
remainder of the actual balance due. 
plus interest as specified in 
$ ?01.12(c)(5)(iii), within 30 days of the 
date of the OSM notice of denial. Such 
interest would run from the date 
payment originally was due until the 
date payment actually was made. The 
provisions for a down payment of 20% 
and the payment of interest if 
authorization is denied are intended to 
forestall requests for installment 
payments by unqualified applicants for 
the purpose of postponing payment. 

Where an applicant was authorized to 
pay installments, the remainder of the * 
actual balance due. plus interest, would 
be due in four equal annual installments. 
The first installment, plus interest, 
would be due within 30 days of the first 
anniversary of the initial OSM billing 
date. The second, third and fourth 


installments, plus interest, would be due 
within 30 days of the corresponding 
numbered anniversaries of the initial 
OSM billing date. 

With each installment the applicant 
would be required to pay interest on the 
unpaid installment balance from the 
date of the previous installment 
payment to the date of the currant 
payment. The rate of interest charged 
would be the investment rate prevailing 
for 52 week U.S. Treasury Bills at the 
last Treasury auction prior to the date of 
the previous payment. 

The rate of interest is tied to the 
auction preceding the date of the 
previous payment so that the applicant 
would know the applicable rate in 
advance of the period for which interest 
is charged. An applicant would be 
allowed to pay any installment or part 
thereof, plus accured interest, in 
advance, and thereby avoid incurring 
future interest charges on the prepaid 
amount. 

Fee nonrefundable. Except as 
provided for small operators, or in the 
case of an overchange or overpayment. 

$ 701.12(c)(4) of the proposed rule would 
prohibit OSM from waiving or refunding 
payment of any part of the fee. The 
recipient of a service would be required 
to pay the entire fee regardless of any 
mitigating circumstances. 

Because the proposed fees would be 
based on the actual costs incurred by 
the Department in providing a service, 
and not on any specific outcome of the 
review and decision process, OSM 
tentatively has concluded that it is 
reasonable for the recipient of the 
service to bear these costs regardless of 
the outcome of the review and decision 
process. Once the Department had 
incurred a cost in providing a service, 
the recipient would be liable for 
reimbursing OSM when billed for that 
cost. 

The recipient of a service would have 
to make any payment required by this 
section by the date it is due. even if the 
request for the service is withdrawn, the 
authorization sought is denied, 
operations under any resulting 
authorization are terminated, or any 
other condition arises. 

Failure to Pay . To enforce the 
payment provisions of the proposed 
rule, OSM tentatively has concluded 
that it would be appropriate to provide 
for sanctions against a recipient of a 
service who fails to pay any part of the 
fee when due. Three mechanisms for 
this purpose are included in the 
proposed rule. 

One would make the failure to pay 
any part of the fee when due a violation 
of the permit. The second would 
authorize OSM to take various remedial 


steps where the recipient of a service 
failed to make any required payment. 
The third would require the payment of 
interest on any amount in arrears. 

In addition, where the recipient of a 
service failed to make a payment as 
required by this section. OSM. as 
appropriate could delay the processing 
of the request, deny the authorization 
sought, withhold notice of its decision 
on the request, or take other appropriate 
action. 

Finally, except as provided in 
paragraph (c)(3) for installment 
payments, any person who failed to 
make a payment required by this section 
when due would have to pay interest on 
the unpaid balance at the investment 
rate prevailing for 52 week U.S. 
Treasury bills at the last Treasury 
auction prior to the date on which 
payment is due. 

OSM could consider any current 
failure to pay a fee as required by the 
proposed rule a “violation of th(e) Act 
under section 510(c) of SMCRA. and 
thus as grounds for denying issuance of 
a surface coal mining and reclamation 
permit. As part of the permitting 
process. OSM would determine whether 
the applicant was in arrears with 
payments for any previous fee. and in 
appropriate circumstances would deny 
permit issuance until payment was 
made. 

Excess payment. Section 701.12(c)(6) 
would require OSM to notify the 
recipient of a service of any overcharge 
billed under proposed $ 701.12, and of 
the corrected balance due. It also would 
require OSM to refund any 
overpayment. Where the recipient of a 
service had not yet paid the applicable 
bill, notice of an overcharge would not 
extend the time for payment, and the 
corrected balance would be due within 
30 days of the original billing date. 
Where the bill already was paid, OSM 
would refund the overpayment. 

Petition for Review. Section 701.12(d) 
would establish procedures by which 
the recipient of a service, after making 
all current payments due under 
proposed $ 701.12. could petition the 
Director of OSM to review the actual 
costs billed by OSM. and to refund any 
overcharge. 

The requirement for payment before a 
petition is filed 19 intended to prevent 
use of the review process as a means for 
postponing or otherwise avoiding 
payment. This payment requirement 
would apply to all current payments 
due. and all installments when due. but 
would not require the prepayment of 
future installments. 

A petitioner would have to identify 
each specific Hem of cost that is 
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challenged, and would have the burden 
of proving that the amount charged 
exceeded the actual cost incurred by the 
Department in providing the service, if 
dissatisfied with the Director’s decision 
on review, the petitioner could appeal to 
lh»* Department's Office of Hearings and 
Appeals under 43 CFR Part 4. 

The following discussion describes 
the various progrums covered by this 

Part 736—Federal Program For a Slate 

Section 736.25 Permit fee . 

Section 736.25(a) would require any 
person who submits to OSM an 
application for a permit to conduct 
surface coal mining and reclamation 
operations pursuant to a Federal 
program, including the renewal of. 
revision of, or transfer, assignment or 
sole of rights in an existing permit, to 
reimburse OSM for the actual cost 
incurred by the Department in 
processing the application, as provided 
in proposed S 701.12. 

Section 736.25(b) would require any 
person who holds a surface coal mining 
and reclamation permit issued pursuant 
to a Federal program to reimburse OSM 
as provided in proposed $ 701.12 for the 
actual cost incurred by the Department 
in performing a mid term permit review. 

Part 740 —General Requirements for 
Surface Coal Mining and Reclamation 
Operations on Federal Lands 

Section 740.13 Permits. 

Section 740.13(a)(4) would require any 
person who holds a surface coal mining 
and reclamation permit subject to this 
part, for which OSM is the regulatory 
authority, to reimburse OSM as 
provided in proposed $ 701.12 for the 
actual cost incurred by the Department 
in performing a mid-term permit review. 

Section 740.13(b)(1) would include 
three different fee payment provisions 
covering applicants for surface coal 
mining and reclamation permits for 
operations on Federal lands. The 
provision that applied in a given 
instance would depend on whether 
OSM or a State was the regulatory 
authority, and whether a State-Federal 
cooperative agreement required OSM 
concurrence with, or other OSM action 
related to. a State permitting decision. 

Section 740.13(b) would apply to any 
person who submits an application for a 
permit to conduct surface coal mining 
and reclamation operations on lands 
subject to 30 CFR Part 740. including the 
renewal of, revision of, or transfer, 
assignment or sale of rights in an 
existing permit. 

Notwithstanding the provisions of 30 
CFR 740.11. where OSM is the 


regulatory authority the applicant would 
have to reimburse OSM for the actual 
cost incurred by the Department in 
processing the application, as provided 
in proposed 5 701.12. Section 740.11, 
which provides that upon approval or 
promulgation of a regulatory program for 
a State, the State program applies to 
surface coal mining and reclamation 
operations on Federal lands, no longer 
would govern determination of the 
applicable fee criteria in such 
circumstances. Only in this limited 
context, however, would the proposed 
rule supersede 5 740.11. 

Where a State is the regulatory 
authority, the applicant would have to 
pay an application fee to the State as 
provided by the permit fee criteria of the 
State program. 

Where OSM concurrence with, or 
other OSM action related to. the 
permitting decision of a State regulatory 
authority was required under a State- 
Federal cooperative agreement, the 
applicant would have to reimburse OSM 
for the actual cost incurred by the 
Department in making the decision on 
concurrence or taking the other action. 
Other OSM actions covered by 
proposed § 740.13(b)(iii) would include, 
for example, compatibility findings 
under § 522(e)(2) of SMCRA. 

Part 746—Review and Approval of 
Mining Plans 

Section 746.12 Mining Plan Review 
Fee. 

Section 746.12 would require any 
operator/lessee who submits a mining 
plan or mining plan modification for 
review and approval under 30 CFR Part 
746 to reimburse OSM for the actual cost 
incurred by the Department in 
processing the mining plan, as provided 
in proposed § 701.12. OSM would 
recover mining plan precessing costs 
even where, under a Federal-State 
cooperative agreement, a State wouJd 
issue the surface mining and 
reclamation permit and collect the 
permit application fee. 

Where OSM is the regulatory 
authority and there is an overlap in the 
steps required for processing a permit 
application and a mining plan. OSM 
would recover any overlapping costs 
only one time. However, where a State 
is the regulatory authority for processing 
a permit application, but OSM processes 
the mining plan. OSM might be required 
by law to duplicate some of the steps 
involved in the permitting process, with 
a corresponding overlap in the State and 
OSM fees. See In Re: Permanent Surface 
Mining Litigation, No. 79-1144 (D. D.C 
fuly 6. 1964). In this latter case OSM 
would bill the opera tor/lessee for the 


full actual cost of processing the mining 
plan. 

Part 750—Requirements for Surface 
Coal Mining and Reclamation 
Operations on Indian Lands 

Section 750 : / / Permits. 

Section 750.11(e) would require any 
person who holds a surface coal mining 
and reclamation permit subject to this 
part to reimburse OSM as provided in 
§ 701.12 of this chapter for the actual 
cost incurred by the Department in 
performing a mid-term permit review. 

Section 750.12 Permit Applications. 

Section 750.12(a) would require any 
person who submits to OSM an 
application for a permit to conduct 
surface coal mining and reclamation 
operations on Indian lands, including 
the renewal of, revision of, or transfer, 
assignment or sale of rights in an 
existing permit, to reimburse OSM for 
the actual cost incurred by the 
Department in processing the 
application, as provided in proposed 
S 701.12. 

Part 772—Requirements for Coal 
Exploration 

Section 772.12 Permit requirements for 
exploration removing more than 250 
tons of coal. 

Section 772.12(a) would add to the 
existing application requirements for a 
coal exploration permit a new 
requirement that would apply where 
OSM is the regulatory authority. Before 
conducting any exploration, any person 
who intends to conduct coal exploration 
outside a permit area where more than 
250 tons of coal would be removed, or 
which would take place on lands 
designated as unsuitable for surface 
mining under 30 CFR Subchapter F\ 
would have to reimburse OSM for the 
actual cost incurred by the Department 
in processing the application, as 
provided in proposed { 701.12. 

IV. Procedural Matters 

Federal Paperwork Reduction Act 

The proposed rule contains 
information collection requirements that 
are being sent for review to the Office of 
Management and Budget under 44 U.S.C. 
3507. 

Executive Order 12291 

The Department has examined the 
proposed rule acording to the criteria of 
Executive Order 12291 (Febuary 17, 

1961) and has determined that it is not 
major and does not require a regulatory 
impact analysis. 
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Out of the approximately 6.000 active 
mining operations in the United States, 
the majority are governed by State 
programs, and not directly affected by 
the rule. Most of the operations in the 
minority potentially affected by the 
proposed rule already have surface 
mining and reclamation permits, and 
approved mining plans where 
applicable, *o,for this minority of 
operations the rule would apply only to 
the typically less costly renewal of, 
revision of, or transfer, assignment or 
sale of rights in existing permits. Since 
permit renewal is required only at five* 
year intervals, the potential number of 
renewal applications in a given year is 
only one-fifth of the total number of 
permits outstanding. Adding to these the 
permits for new operations, and for coal 
exploration, and the processing of 
mining plans, for the anticipated number 
of applications and mining plans 
processed annually by OSM the 
anticipated fees are expected to fall 
below the criteria established by the 
Executive Order. 

Against this background of limited 
activity, the Department has concluded 
that the proposed rule would not have 
an annual effect on the economy of $100 
million or more, or result in a substantia] 
increase in costs or prices for the 
Federal government, consumers, 
individual industries. State or local 
government agencies, or geographic 
regions. 

Regulatory Flexibility Act 

The Department also has determined, 
pursuant to the Regulatory Flexibility 
Act. 5 U S.C. 601 et seq .. that the 
proposed rule would not bave a 
significant economic impact on a 
substantial number of small entities. In 
view of the proposed $500 ceiling on 
fees charged to small operators, the 
proposed rule would have only minimal 
economic impact on affected small 
businesses and self-employed operators. 

National Environmental Policy Act 

To the extent the proposed rule 
applies to permit application fees in 
Federal Program States or on Federal 
lands it constitutes the promulgation of 
a Federal program or the 
implementation of a Federal lands 
program, which are exempt under 
section 702(d) of SMCRA. 30 U.S.C. 
1292(d). from compliance with section 
102(2)(C) of the National Environmental 
Policy Act of 1969 (NEPA). 42 U.S.C 
4332(2)(C). 

To the extent the proposed rule 
applies to other than permit application 
fees in Federal Program States or on 
Federal lands, OSM has prepared a 
draft environmental assessment (EA) 


and has made an interim finding that it 
would not significantly affect the quality 
of the human environment The draft EA 
is on file in the OSM Administrative 
Record at the address listed previously 
(see addresses ] A final EA will be 
completed and a final finding made on 
the significance of any resulting impacts 
prior to issuance of the final rule. 

Principal Drafters 

This proposal was drafted principally 
by Albert Kashinski of the Interior 
Department, Office of the Solicitor and 
Murray Newton of the Office of Surface 
Mining. 

List of Subjects in 30 CFR Parts 701. 738, 
740, 746, 750 and 772 

Coal mining. Surface mining, 
Underground mining. 

Accordingly, it is proposed to amend 
30 CFR Parts 701, 736. 74a 746. 750 and 
772 as follows: 

Dated: February IS. 1985. 

). Steven Criles. 

Deputy Assistant Secretory far luind and 
Minerals Management. 

PART 701—PERMANENT 
REGULATORY PROGRAM 

1. The authority citation for Part 701 is 
revised to read as follows: 

Authority: Pub. L 95-87 (30 U.S.C 1201 ei 
seq.). unless otherwise noted. Sec 701.12 also 
Issued under sec. 9701. Pub. L 97-258. 96 Stat. 
1051 (31 U.S.C 9701). 

2. Section 701.12 is added to Part 701 
as follows: 

J 701.12 Coat relmborsomont procedures. 

(a) General requirements— (1) All 
operators. Any person who is required 
by this chapter to reimburse OSM for 
the actual cost incurred by tha 
Department in providing a service, 
including the processing of an 
application for a surface coal mining 
and reclamation permit, the processing 
of an application for a coal exploration 
permit, the review of a mining plan, and 
the mid-term review of a surface coal 
mining and reclamation permit, shall do 
so as provided in this section. 

(2) Small Operators. Upon the request 
of any person who is required to 
reimburse OSM as provided in 
paragraph (a)(1) of this section, and a 
satisfactory showing that he or she is 
eligible under { 795.6 of this chapter as a 
small operator. OSM may waive 
reimbursement of that part of the actual 
coat incurred by the Department in 
providing the service which exceeds 
$500. 

(b) Calculation and billing of fee. In 
providing a service covered by this 
section. OSM shall— 


(1) Keep a complete, accurate, 
detailed account of the actual cost 
incurred by the Department in providing 
the service, including hut not limited to 
the direct and indirect cost of any labor 
management, materials, machines, 
travel, overhead, contract, 
environmental study or document, or 
other necessary or appropriate item of 
cost: and 

(2) After providing the service— 

(1) Subtract from the actual cost 
accounted for under paragraph (b)ll) of 
this section any advance payment made 
under paragraph (c)(l)(i) of this section: 

(ii) Either bill the recipient of the 
service for the actual balance due, or 
refund any overpayment; and 

(iii) Prepare, and submit to the 
recipient of the service along with the 
bill or refund, a detailed account of the 
actual cost incurred by the Department 
in providing the service. 

(c) Payment procedures.— (1) When 
payments due. (i) Except as provided in 
this paragraph, any person who requests 
that OSM provide a service covered by 
this section shall submit with such 
request an advance payment of $1,500. 

A person who requests a waiver under 
paragraph (a)(2) of this section shall 
submit an advance payment of $500. 
subject to payment of an additional 
$1,000 if the waiver is denied. A person 
who applies for a surface coal mining 
and reclamation permit and submits a 
mining plan for the same operation may 
submit a single advance payment to 
cover both reviews. 

(ii) The recipient of a service covered 
by this section shall pay any amount 
billed by OSM under this section within 
30 days of the billing date and. at OSM's 
discretion, prior to the issuance of any 
authorization sought. An Applicant who 
is authorized by OSM to pay 
Installments shall make installment 
payments by the dates specified in 
paragraph (c)(3) of this section. 

(2) Form of payment Any payment 
required by this section shall be made in 
the form of a check, draft or money 
order payable to OSM* 

(3) Installment payments, (i) Upon 
request OSM shall authorize an 
applicant for a surface coal mining and 
reclamation permit or an operator/ 
lessee who submits a mining plan to pay 
the bill for the actual balance due under 
paragraph (b)(2)(h) of this section in 
installments if the applicant makes a 
satisfactory showing that either— 

(A) The actual balance due exceeds 
4% of the capital (other than that for 
mobile equipment) needed to open the 
mine; or 
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(B) The size of ihe coal reserves for 
iht* proposed mine is less than one 
million tons. 

(ii) Any applicant for a surface coal 
mining and reclamation permit or 
opera tor/lessee who desires to pay the 
actual balance due under paragraph 

(b) (2)(ii) of this section in installments 
shall submit to OSM prior to the date 
when payment is due— 

(A) A request to pay in installments: 
and 

(B) A satisfactory showing that the 
proposed mine meets either of the 
criteria specified in paragraph (c](3](i) of 
this section. 

(iiiJ(A) Any applicant who requests 
authorization to pay installments shall 
make a down payment of 20% of the 
actual balance due within 30 davs of the 
OSM billing date. 

(B) If OSM authorizes payment in 
installments, the applicant shall make 
payments as specified in paragraph 

(c) (3)(iv) of this section. 

(C) If OSM denies payment in 
installments, the applicant shall pay the 
remainder of the actual bulance due, 
plus interest as specified in paragraph 
jc)(5)(iii) of this section, within 30 days 
of the date of the OSM notice of denial. 
Such interest shall run from the date 
payment originally was due until the 
date payment is made. 

(ivj An applicant who is authorized by 
OSM to puy installments shall— 

(A) Pay the remainder of the actual 
bulance due. plus interest, in four equal 
annual installments: 

(B) Pay the first installment, plus 
interest, within 30 days of the first 
anniversary* of the initial OSM billing 
date; 

(C) Pay the second, third and fourth 
installments, plus interest within 30 
days of the corresponding numbered 
anniversaries of the initial OSM billing 

date, and 

(D) With each installment, pay 
interest on the unpaid installment 
balance from the date of the previous 
installment payment to the date of the 
current payment at the investment rate 
prevailing for 52-week U.S. Treasury 
Bills at the last Treasury auction prior to 
the date of the previous payment. 

(v) An applicant who is authorized to 
pay installments may pay any 
installment or part thereof, plus accrued 
tr.terest. in advance. 

(4) Fee nonrefunduble. (i) OSM shall 
not waive or refund payment of any 
amount that is due or paid under this 
section unless OSM— # 

(A) Waives reimbursement of any 
»ciual cost that exceeds $500 under 
paragraph (a)(2) of this section: or 


(B) Finds that the recipient of a 
service either was overcharged or made 
an overpayment. 

(ii) Any person who requests that 
OSM provide a service covered by this 
section shall make any required 
payment by the date it is due, even if the 
request for the service is withdrawn, the 
authorization sought is denied, 
operations under any resulting 
authorization are terminated, or any 
other condition arises. 

(5) Failure to pay . (i) Any permit 
resulting from an application for which 
the payment of a fee is governed by this 
section shall include the condition that 
failure to pay any part of the fee when 
due is a violation of the permit. 

(ii) Where any person fails to make a 
payment as required by this section. 
OSM may delay the processing of the 
request, deny the authorization sought, 
withhold notice of its decision on the 
request, or take other appropriate 
action. 

(iii) Except as provided in paragraph 
(c)(3) for installment payments, any 
person who fails to make a payment 
required by this section when due shall 
pay interest on the unpaid balance at 
the investment rate prevailing for 52- 
week U.S. Treasury bills at the last 
Treasury auction prior to the date on 
which payment is due. 

(6) Overcharge or overpayment. OSM 
shall— 

(1) Upon finding that a bill submitted 
under this section includes an 
overcharge, notify the recipient of the 
service of Ihe overcharge, and of the 
corrected balance due; and 

(ii) Refund any overpayment made by 
the recipient of a service under this 
section. 

(d) Petition for review . (1) After 
making all current payments due under 
ffris section, a recipient of a service 
covered by this section may petition the 
Director to review the actual cost billed 
by OSM under this section, and to 
refund any overcharge. 

(2) A petitioner shall identify each 
specific item of cost that is challenged, 
and shall have the burden of proving 
that the amount charged by OSM 
exceeded the actual cost incurred by the 
Department in providing the service. 

(3) A petitioner may appeal the 
decision of the Director to the U.S. 
Department of the Interior, Office of 
Hearings and Appeals under 43 CFR 
Part 4. 

PART 736—FEDERAL PROGRAM FOR 
A STATE 

3. The authority citation for Part 736 is 
revised to read as follows: 


Authority: Secs. 501. 503-519. 521, 522. 525. 
and 705. Pub. L 95-87 (30 U&G 1251.1253- 
1269, 1271.1272.1275 and 1295k 

4. Section 736.25 is added to Part 736 
as follows: 

§736.25 Permit less. 

(a) Any person who submits an 
application to OSM for a permit to 
conduct surface coal mining and 
reclamation operations pursuant to a 
Federal program, induding the renewal 
of, revision of. or transfer, assignment or 
sale of rights in an existing permit, shall 
reimburse OSM as provided in S 701.12 
of this chapter for the actual cost 
incurred by the Department in 
processing the application. 

(b) Any person who holds a surface 
coal mining and reclamation permit 
issued pursuant to a Federal program 
shall reimburse OSM as provided in 

§ 701.12 of this chapter for the actual 
cost incurred by the Department in 
performing a mid-term permit review. 

PART 740—GENERAL 
REQUIREMENTS FOR SURFACE COAL 
MINING AND RECLAMATION 
OPERATIONS ON FEDERAL LANDS 

5. The authority citation for Part 740 
reads as follows: 

Authority: 30 U.S.C. 1201 et seq. and 30 
U.S.C. 181 etseq. Seca. 740.13(a)(4) and 
740.13(b)(l)(iii) also issued under sec. 9701. 
Pub. L 97-258. 96 Slat. 1051 (31 U.S.C. 9701). 

6. In { 740.13. paragraph (a)(4) is 
added, and paragraph (b)(1) is revised to 
read as follows: 

§740.13 Permits. 

(a) *** 

(4) Any person who holds a surface 
coal mining and reclamation permit 
subject to this part, for which OSM is 
the regulatory authority, shall reimburse 
OSM as provided in { 701.12 of this 
chapter for the actual incurred by the 
Department in performing a mid-term 
permit review. 

(b) Permit application package . (1) 
Any person who submits an application 
for a permit to conduct surface coal 
mining and reclamation operations on 
lands subject to this part, including the 
renewal of. revision of. or transfer, 
assignment or sale of rights in an 
existing permit, shall— 

(i) Notwithstanding the provisions of 
§ 740.11 of this chapter, where OSM is 
the regulatory authority reimburse OSM 
as provided in § 701.12 of this chapter 
for the actual cost incurred by the 
Department in processing the 
application: 

(ii) Where a State is the regulatory 
authority, pay an application fee to the 
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State regulatory authority as provided 
by the State program. 

(iii) Where OSM concurrence with, or 
other OSM action related to. the 
permitting decision of a State regulatory 
authority is required under a State- 
Federal cooperative agreement, 
reimburse OSM for the actual cost 
incurred by the Department in making a 
decision on concurrence or taking the 
other action. 


PART 746—RCVIEW AND APPROVAL 
OF MINING PLANS 

7. The authority citation for Part 746 is 
revised to read as follows: 

Authority: 30 US.C. 1201 et *eq and30 
U.S.C. 161 et seq. Sec. 746.12 also issued 
under sec. 9701, Pub. L 97-258. 96 Slat. 1051 
(31 U.S.C 9701). 

8. Section 746.12 is added to Part 746 
as follows: 

5 746.12 Mining plan review fee. 

Any opera tor/lessee who submits a 
mining plan, including a mining plan 
modification, for review and decision 
under this part shall reimburse OSM as 
provided in g 701,12 of this chapter for 
the actual cost incurred by the 
Department in processing the mining 
plan. 


PART 750—REQUIREMENTS FOR 
SURFACE COAL MINING AND 
RECLAMATION OPERATIONS ON 
INDIAN LANDS 

9. The authority citation for Part 750 is 
revised to read as follows: 

Authority: Pub. L 95-87 (30 U.&C. 12D1- 
1328); 5 U.S.C 301; Sect. 750.11 and 75012 
also issued under sec. 9701. Pub. L 97-256 96 
Stat. 1051 (31 U.S.C 9701). 

10. In g 750.11, paragraph (e) la added 
as follows: 

§750.11 Permits 

• t * • • 

(e) Any person who holds a surface 
coal mining and reclamation permit 
subject to this part shall reimburse OSM 
as provided in 701.12 of this chapter for 
the actual cost incurred by the 
Department in performing a mid term 
permit review. 

11. In 750.12. paragraph (a) is revised 
to read as follows: 

g 750.12 Permit fees. 

(a) Any person who submits to OSM 
an application for a permit to conduct 
surface coal mining and reclamation 
operations on Indian lands, including 
the renewal of. revision of. or transfer, 
assignment or sale of rights in an 
existing permit, shall reimburse OSM as 
provided in g 701.12 of this chapter for 
the actual cost incurred by the 
Department in processing the 
application. 


PART 772—REQUIREMENTS FOR 
COAL EXPLORATION 

12. The authority citation for Part 772 
is revised to read as follows: 

Authority: Pub. L 95-87 (30 U.S.C. 1201 et 
Sec. 772.12(a)(2) also issued under sec 
9701. Pub. L 97-258, 90 Slut. 1051 (31 U.S.C 
9701). 

13. In g 772.12. paragraph fa) is 
revised to read as follows: 

g 772.12 Permit requirements for 
exploration removing more than 250 tons 
of coal. 

(a) Exploration permit. Any person 
who intends to conduct coal exploration 
outside a permit area during which more 
than 250 tons of coal will be removed or 
which will take place on lands 
designated as unsuitable for surface 
mining under Subchapter F of this 
chapter, before conducting the 
exploration shall— 

(1) Submit to the regulatory authority 
an application for a coal exploration 
permit: 

(2) Obtain written approval from the 
regulatory authority in an exploration 
permit; and 

(3) Where OSM is the regulatory 
authority, reimburse OSM as provided 
in g 761.12 of this chapter for the actual 
cost incurred by the Department in 
processing the application. 

• * * • • 

|FR Doc. 85-4239 Filed 2-21-85; 8:45 iim| 
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DEPARTMENT OF LABOR 

Employment Standards 
Administration, Wage and Hour 
Division 

Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
Decisions 

General wage determination decisions 
of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are 
determined to be prevailing for the 
described classes of laborers and 
mechanics employed on construction 
projects of the character and in the 
localities specified therein. 

The determinations in these decisions 
of such prevailing rates and fringe 
benefits have been made by authority of 
the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3,1931, as amended (46 Slat. 

1494. as amended 40 U.S.C. 270a) and of 
othe r Federal statutes referred to in 29 
CFR 5.1 (including the statutes listed at 
36 FR 306 (1970) following Secretary of 
Labor’s Order No. 24-70) containing 
provisions for the payment of wages 
which are dependent upon 
determinations by the Secretary of 
Labor under the Davis-Bacon Act; and 
pursuant to the provisions of part 1 of 
subtitle A of title 29 of Code of Federal 
Regulations Procedure for 
Predetermination of Wage Rates, 48 FR 
19533 (1983) and of Secretary of Labor's 
Orders 9-83. 48 FR 35736 (1963), and 8- 
84. 49 FR 32473 (1984). The prevailing 
rates and fringe benefits determined in 
these decisions shall, in accordance 
with the provisions of the foregoing 
statutes constitute the minimum wages 
payable on Federal and federally 
assisted construction projects to 
laborers and mechanics of the specified 
classes engaged on contract work of the 
character and in the localities described 
therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 U.S.C. 
553 and not providing for delay in the 
effective date as prescribed in that 
section, because the necessity to issue 
construction industry wage 
determination frequently and in large 
volume causes procedures to be 


impractical and contrary to the public 
interest. 

General wage determination decisions 
are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Part 1 and 5. 
Accordingly, the applicable decision 
together with any modification issued 
subsequent to its publication date shall 
be made a part of every contract for 
performance of the described work 
within the geographic area indicated as 
required by an applicable Federal 
prevailing wage law and 29 CFR Part 5. 
The wage rates contained therein shall 
be the minimum paid under such 
contract by contractors and 
subcontractors on the work. 

Modifications and Supersedeas 
Decisions to General Wage 
Determination Decisions 


Modifications and supersedeas 
decisions are effective from their dale of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 

Any persons organization, or 
governmental agency having an interest 
in the wages determined as prevailing is 
encouraged to submit wage rate 
information for consideration by the 
Department. Further information ami 
self-explanatory forms for the purpose 
of submitting this data may be obtained 
by writing to the U.S. Department of 
Labor, Employment Standards 
Administration, Wage and Hour 
Division. Office of Program Operations, 
Division of Wage Determinations. 
Washington, D.C. 20210. The cause for 
not utilizing the rulemaking procedures 
prescribed in 5 U.S.C. 553 has been set 
forth in the original General 
Determination Decision. 


Modifications and supersedeas 
decisions to general wage determination 
decisions are based upon information 
obtained concerning changes in 
prevailing hourly wage rates and fringe 
benefit payments since the decisions 
were issued. 

The determinations of prevailing rates 
and fringe benefits made in the 
modifications and supersedeas 
decisions have been made by authority 
of the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3,1931, as amended (46 Stat. 

1494, as amended 40 U.S.C. 278a) and of 
other Federal statutes referred to in 29 
CFR 5.1 (including the statutes listed at 
36 FR 306 (1970) following Secretary of 
Labor's Order No. 24-70) containing 
provisions for the payment of wages 
which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act and pursuant 
to the provisions of Part 1 of Subtitle A 
of Title 29 of Code of Federal 
Regulations Procedure for 
Predetermination of Wage Rates, 48 FR 
19533 (1983) and of Secretary of Labor's 
Order 8-84. 49 FR 32473 (1984). The 
prevailing rates and fringe benefits 
determined in foregoing general wage 
determination decisions, as hereby 
modified, and/or superseded shall, in 
accordance with the provisions of the 
foregoing statutes constitute the 
minimum wages payable on Federal and 
federally assisted construction projects 
to laborers and mechanics of the 
specified classes engaged in contract 
work of the character and in the 
localities described therein. 


Modification To General Wage 
Determination Decisions 

The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State. 


Colorado: 0064*5113. 

. Ji 0f 15 

Connecticut: CTS4-301* 

Juno $ 1944 

H**a. M104-5019 ___ 

-_Jk* 20 i*4 

Iom IAIU.4A4? 

Juno 15 19*4 

Mchigon M103-2006 

. Kb 11. I M3 

1/mMOU: 

MN84-501S 

... . May 25 “M4 

MMeS-5000^,_ 

- m - - -- Jin 11 ‘9*5 

Umout UO75-4C70_... 

__ Mar 2*. i»?5 

Mortm MT64-5041 

_ Doc 14. 19*4 

Now VortL NYSS-SOOO 

_. Kb 1 

North Dakota ND6i-5t3t _ 

.. July *. i3«t 

PtnSYVtfld: 

PAA2-301?_ 

_ Mar 5, iMtf 

PASS-3061 . . _ 

. No 25. 19*4 

PAS4-3002_ __ 

___Fab 10.19*4 

PAS4-301S 

_ June 1 19*4 

PA12-J010. 

Mai 15 1*2 



Supersedeas Decisions to General Was* j 
Determination Decisions 

The number of the decisions hems j 

superseded and their dates of | 

publication in the Federal Register re 
listed with each State. Supersede s ' 

decision numbers are in parentheses j 

following the number of the decisions i 

being superseded. j 

ALS3-1059 (AL*S !0O3> Aug 19. '-•« 

MUrvw 1153-2036 0L&S-5QU) Apr 15. i«W j 

TXM-4065 (TX85-4003J 0*C ' ^ 

Signed at Washington, D C. this 15th il •> I 
February 1985. P 

|am» L Valin, 

Assistant A dministrvtan I 

BILLING 0006 4S10-27-M | 
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DEPARTMENT OF DEFENSE 
Department of the Army 
32 CFR Part 544 

Civilian Marksmanship; National 
Marksmanship Matches and Other 
Exceltence-in-Competition Matches; 
Removal of Regulations 

agency: Department of the Army, DOD. 

action: Final rule: Removal of 
regulations. 


summary: This document removes a 
rule on National marksmanship matches 
that was inadvertently submitted and 
published on October 11,1984 (49 FR 
39946). We regret that action and 
withdraw the earlier rule. 

EFFECTIVE DATE: February 22. 1985. 

address: Director of Civilian 
Marksmanship, Attention: Lieutenunt 
William Creech. 20 Massachusetts 
Avenue, NW. Room 1205— Pulaski 
Building, Washington. DC 20314-0100. 


FOR FURTHER INFORMATION CONTACT: 

John Roach. DA Liaison Officer with the 
Federal Register at (202) 853-1865. 

PART 544-1 REMOVED) 

Therefore we are removing Part 544 of 
Title 32 of the Code of the Federal 
Regulations. 

|ohn O. Roach. II. 

Army Liaison Officer with the Federal 
Register. 

|FR Doc. 85-1581 Filed 2-21-85; 10:12 ami 

WLUNO COO€ J7 lO-Ot-M 
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DEPARTMENT OF DEFENSE 
Department of the Army 
32 CFR Part 544 

National Marksmanship Matches and 
Other Excellence-in-Competition (EIC) 
Matches 

agency: National Board for the 
Promotion of Rifle Practice. Department 
of the Army. DOD. 
action: Proposed rule, 

summary: This proposed regulation on 
the rules and regulations for National 
Marksmanship Matches and other 
Excellence-ln-Competition (E1C) 
matches has been revised. It gives 
responsibilities for the National 
Matches, eligibility criteria and 
categories for the competitors, and the 
program for the National Trophy 
Matches. It also describes the awards 
for the National Matches. This 
regulation has been revised to change 
the staff organization of the National 
Matches, show new eligibility 
requirements and programs for the 
National Trophy Matches, and introduce 
new awards. 

dates: Comments must be received by 
March 25.1985. 
address: Director of Civilian 
Marksmanship. Attention: Lieutenant 
William Creech. 20 Massachusetts 
Avenue. NW, Room 1205—Pulaski 
Building, Washington. DC 20314-0100. 
FOR FURTHER INFORMATION CONTACT: 
l.TC William Creech at (202) 272-0810 al 
(he above address. 

SUPPLEMENTARY INFORMATION: This 
regulation promotes the maintenance of 
national defense through the promotion 
of nationally held rifle and pistol 
matches. An earlier draft of the rule was 
inadvertently submitted and published 
on October 11,1984 (49 FR 39946). We 
regret that action and in another 
document published in this issue are 
removing the earlier rule. We are 
submitting this proposed rule for 
comment with the intent to publish a 
final rule. 

Executive Order 12291 

It has been determined that this 
document i$ not a major rule and does 
not require a regulatory impact analysis 
under Executive Order 12291 because 
(he rule is administrative and has no 
economic effect on the public. 

Regulatory Flexibility Act 

The Department has also determined 
(hat this document will not have a 
significant economic effect on a 
substantial number of small entities and 


does not require a flexibility analysis 
under the Regulatory flexibility Act (5 
U.S.C. 801 etc. seq.). 

Paperwork Reduction Act 

This rule does not contain information 
collection requirements which require 
approval by the Office of Management 
and Budget under 44 U.S.C 3507. 

List of Subjects in 32 CFR Part 544 

Armed forces, national defense. 
Awards, Nonprofit organizations. 

Acordingly. a new Part 544 is added to 
read as follows: 

PART 544 —CIVILIAN MARKSMANSHIP 
Subpart A—General 

Sec. 

544.1 Purpose. 

544-2 References. 

544.3 Explanation of abbreviations and 
terms. 

544.4 The intenl of the Notional Matches. 

544.5 Composition of the National Matches. 
544,0 National Match Staff. 

544.7 Armed Forces involvement. 

544.fl Role of the NRA. 

544.9 Places and dates. 

544.10 Fees. 

544.11 Substances and travel allowances. 

Subpart 8-ResponsibiUties 

544.12 Secretary of the Army (SA). 

544.13 President. National Board for the 
Promotion of Rifle Practice (NBPRP). 

544.14 Director of Civilian Marksmanship 
(DCM). 

544.15 Executive Officer. National Mutches 
(XO. NM). 

544.16 Executive Officer. Civilian 
Marksmanship Program (Support) (XO. 
CMP ISPT)). 

544.17 National Match Support Coordinator 
(NMSC). 

544.18 Match Directors. 

544.19 Range Director. 

544.20 Statistical Director. 

544.21 Director. Small Arms Firing Schools 
(SAL’S). 

544.22 The Commanding General, US Army 
Material Command (CG. AMC). 

544.23 Chief of Public Affairs (CPA). 

544.24 Chief. National Matches Support 
Detachment (NMSD). 

544.25 Ordnance Safety Officer (OSO). 

544.28 Commanding General. US Army 
Forces Command (CG, FORSCOM). 

544.27 Commanding General US Army 
Training and Doctrine Command (CG. 
TRADOC). 

544 28 Commanding General US Army 
Coraunications-Electronics Command 
(CG. CECOM). 

544.29 Adjutant General Ohio National 
Guard. 

Subpart C—Competitor Eligibility, 
Requirements, Categories, and Teams 

544.30 Eligibility for the matches. 

544 31 Requirements for competitors to 
individual matches. 

544.32 Requirements for military 
competitors. 


544.33 Requirements for certain civilian 
competitors. 

544.34 Competitor categories for National 
Trophy Mulches. 

544 35 Team member eligibility 
requirements. 

544.36 Authorized teams in National Trophy 
Matches. 

544 37 Requirements for new shooters in 
National Trophy Team Matches. 

Subpart D—General Rules for National 
Trophy Matches 

General Match Rules 

544.38 National Trophy and E1C match 
rules. 

544.39 Entries. 

544.40 Directives competitors must follow. 
54441 Coaching. 

544.42 Elimination of terms or individuals. 

544.43 Penalties. 

544.44 Competitors verifying their scores. 

544.45 Referees, scoring, and challenge 
procedures. 

544.46 Protests. 

544 47 Bulletins. 

Team Match Rules 

544.48 Team composition. 

544.49 Team squadding. 

544.50 Station and duties of team coaches. 

544.51 Station of team captain. 

Types of Firearms, Ammunition, and Other 
Equipment 

544 52 Description of arms to be used. 

544 53 Rifles and pistols available. 

544.54 Checking firing characteristics. 

544.55 Use of the same firearm by more than 
one competitor. 

544.56 Disabled firearms. 

544.57 Ammunition. 

544.58 Targets. 

544.59 Field glasses and telescopes. 

Firing 

544.60 Safely precautions. 

544.61 Organization of firing areas. 

544.62 Station of competitors. 

544.63 Target assignments and operations in 
rifle matches. 

544.64 Slow target operation in rifle 
matches. 

544.65 Practice firing. 

544.66 Firing procedure and punctuality. 

544.67 Firing positions 

544.66 Loading and reloading a rifle to rapid 
fire. 

544.69 Unauthorized firing. 

544.70 Time limits and extensions. 

544.71 Sighting shots. 

544.72 Competitors serving as range 
officials. 

Subpart E—Program for the National 
Trophy Matches 

544.73 The President's Pistol Match. 

544.74 National Trophy Individual Pistol 
Match. 

544.75 National Trophy Pistol Team Mutch. 
544.70 The President's Rifle Match. 

54$.77 National Individual Trophy Rifle 
Match. 

544.78 National Trophy Rifle Team Match. 

544.79 National Trophy Infantry Team. 
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Subpart F— Awards 

544.80 General. 

544.81 Participation requirement* for certain 
National Trophy Match award*. 

544.82 Award* for the President** Pistol 
Match. 

544 .83 Award* for the National Trophy 
Individual Pistol Match. 

544.84 Awards for the National Trophy 
Pistol Team Match. 

544.85 Additional National Trophy Pistol 
Match award*. 

544.88 Award* for the President'* Rifle 
Match. 

544.87 Awards for the National Trophy 
Individual Rifle Match. 

544 88 Award* for the National Trophy Rifle 
Team Match. 

544.89 Additional National Trophy Rifle 
Match award* 

544-90 Award* for the National Trophy 
Infantry Team Match 

544-91 Special medal* in Natiqnul Trophy 
Individual Pistol and Rifle Matches. 

544 92 Place medal* in National Trophy 
team matches. 

544.93 Placed medals in individual KIC 
matches. 

544.94 Distinguished designation and badge 

awards. 

544 95 EIC budge*. 

544.96 Marksmanship qualification award*. 
544 97 Score* allowed for club qualification 
firing 

Appendix A—Related Publication* 

Appendix B—Trophies of the National Board 
for the Promotion of Rifle Practice 
Glossary 

Authority: 10 U.S.C 4307 through 4313, 

Subpart A—General 
§ 544.1 Purpose. 

This regulation prescribes the policies, 
procedures, and responsibilities for the 
National Matches and other excellence- 
in-com petition (EIC) matches. 

§ 544.2 References. 

Related publications are listed in 
appendix A. 

§ 544.3 Explanation of abbreviations and 
terms. 

Abbreviations and special terms used 
in this regulation are explained in the 
glossary. 

$ 544.4 The intent of the National Matches. 

(a) The national Matches and 
included competitions are part of the 
Civilian Marksmanship Program (CMP). 
Sections 4307 through 4313. title 10. 
United States Code (U.S.C.). establish 
the CMP to be conducted under rules 
approved by the Secretary of the Army 
(SA). 

(b) As part of the CMP. these matches 
are intended to promote the national 
defense. The CMP provides and 
encourages voluntary marksmanship 
training for persons who are not reached 
by training programs of the Armed 


Forces and who might be called into 
service in an emergency. The National 
Matches enhance this training by 
offering open competition at the highest 
national level. Further, the statutes in 
i 544.4(a) above provide that 
marksmanship competitions sponsored 
by the National Rifle Association (NRA) 
may be held in connection with the 
National Matches. 

(c) The Services have established 
individual rifle and pistol matches at 
major command levels in which 
civilians may participate. The Services 
will conduct these matches according to 
the parts of this regulation that apply. 

(d) Upon approval by the Director of 
Civilian Marksmanship (DCM). 
recognized civilian rifle and pistol clubs 
and State rifle and pistol associations 
may conduct similar matches in 
conjunction with NRA Regional and 
State Championships. The intention of 
all of these matches is to promote 
civilian marksmanship training. 

$ 544.5 Composition of the National 
Matches. 

The National Matches are composed 
of (a) through (e) of this section. 

(a) Smalt Arms Firing Schools (SAFS), 
The SAFS give instruction in the service 
rifle and pistol* particularly the current 
service rifle with which civilians may 
not be familiar. The SAFS, also 
introduce the latest approved training 
concepts for these arms. The Army will 
conduct the schools and provide the 
Director. SAFS. The Director. SAFS. 
may request Armed Forces shooting 
teams participating in the National 
Matches to provide qualified persons to 
serve as assistant instructors and 
coaches. The SA will prescribe the 
curriculum based on the 
recommendation of the National Board 
for the Promotion of Rifle Practice 
(NBPRP). The Director, SAFS, will give a 
certificate of satisfactory completion to 
those who meet the qualifications set by 
the NBPRP. 

(b) National Trophy Matches. The 
National Trophy Matches are listed 
below. 

(1) The President's Pistol Match. 

(2) National Trophy Individual Pistol 
Match. 

(3) National Trophy Pistol Team 
Match. 

(4) The President’s Rifle Match. 

(5) National Trophy Individual Rifle* 
Match. 

(6) National Trophy Rifle Team 
Match. 

(7) National Trophy Infantry Team 
Match. 

(c) NRA National Rifie and Pistol 
Championships. The NRA National Rifle 
and Pistol Championships are conducted 


according to the NRA’s rules and 
regulations. These championships are 
listed below'. 

(1) National Pistol Championships. 

(2) National Smallbore Rifle Position 
Championships. 

(3) National Smallbore Rifle Prone 
Championships. 

(4) National Highpower Rifle 
Championships. 

(d) Additional events. The National 
Matches also include events sponsored 
by the SA or sponsored by the NRA and 
arranged in coordination with the SA. 
such as the NRA Junior Smallbore Camp 
and Whistler Boy Smallbore and 
Highpower Matches. 

(e) Ceremonies . As approved by the 
DXM (who is also the National Mutches 
Installation Commander (NMIC)), the 
appropriate opening, closing, award, and 
other ceremonies are conducted as 
official parts of the National Matches. 

§ 544.6 National Mutch Staff 

(8) The organization of the National 
Mutch Staff is shown in figure 1-1. 

(b) The specific duties of the National 
Match Staff are set by the DCM/NM1C 
and the NRA National Match 
Coordinator. 

(c) Key members of the National 
Match Staff are listed below. Their 
responsibilities are explained in the 
paragraphs cited after their titles. 

(IJOCM/NMIC (5 544.31. 

(2) Executive Officer. National 
Matches (XO. NM)/Deputy Installation 
Commander (Operations/Services) 
(DNMIC (Ops/Svcs)) ({ 544.14 2-4). 

(3) Executive Officer. Civilian 
Marksmanship Program (Support) (XO. 
CMP (SPT)) (5 544.15). 

(4) NRA National Matches 
Coordinator (5 544.81-8). 

(5) Match Directors (§ 544.17). 

(6) Deputy Match Directors (§ 544.8). 

(7) Range Director (§ 544,18), 

(8) Statistical Director ({ 544.19). 

(9) Director, SAFS (} 544 20). 

(10) National Matches Support 
Coodinator (5 544.0). 

(11) Chief. National Matches Support 
Detachment (NMSD) (5 544.23). 

(12) Ohio Army National Guard 
Facilities Manager (g 544.23). 

(13) Billeting Officer (5 544.28). 

(14) US Army Reserve Command and 
liaison Group Commander (J 544.28) 

(15) Active Army Food Service 
Advisor (5 544.26). 

( 544.7 Armtd Forces Involvement 

The US military sendees will support 
the National Matches as follows: 

(a) The Army will conduct the SAFS 

(b) As approved by the SA and 
subject to the availability of resource*. 
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the Army will also supply the personnel, 
equipment, and supplies needed to 
conduct the National Matches. 

(c) Subject to the availability of 
resources, all Services will furnish 
personnel as requested by the DCM and 
approved by their respective 
departments. The number of personnel 
furnished should be proportional to the 
number of competitors that the 
particular Service furnished in the most 
recent National Matches. 

§ 544.8 Role of the NRA. 

(a) The NRA sponsors ond regulates 
the conduct of the NRA National Rifle 
and Pistol Championships. The NRA 
advises the N13PRP on NRA 
participation in the National Matches. It 
also coordinates with the DCM and the 
XO. NM. on National Match matters. 

(b) Unless the SA determines 
otherwise, the NRA will be invited to 
assist in the conduct of the National 
Matches. The NRA assists the DCM/ 
NMIC in the conduct of the schools 
related to the matches and provides, 
administers, and funds the NRA Match 
Coordinator. Match Director. Deputy 
Match Director. Range Director, Range 
Engineer, and Statistical Director and 
staff. (Their responsibilities are outlined 
in Subpart B.J The NRA also provides 
other personnel needed to conduct the 
shooting events and NRA-sponsored 
schools. 

(c) The NRA National Match 
Coordinator is the principal 
representative of the NRA at the 
National Matches and conducts the 
NRA-sponsored events of the matches. 
When the NRA is requested to conduct 
the shooting events related to the 
National Matches, the NRA National 
Coordinator will also— 

(1) Conduct the National Trophy 
Matches. 

(2) Coordinate match operations with 
the DCM/NMIC. 

(d) The NRA Match Director will 
follow S 544.18. 

(e) The NRA Deputy Match Directors 
will assist their NRA Match Director in 
conducting specific shooting events, 
groups of events, or championships. 

§ 544.9 Places and dates. 

The National Matches will be held 
each year at Camp Perry. Ohio, or at 
other places. The DCM will recommend 
the places and dates for the matches, 

•md the SA will approve and publish 
them in advance. The National Matches 
Program, approved by the DCM and 
NRA. gives additional details on the 
watches. 


§544.10 Fees. 

When approved by the DCM. nominal 
administrative fees may be charged for 
the National Trophy Matches, the SAFS, 
and EIC matches approved by the DCM. 
The NRA prescribes fees for its NRA 
National Championships and its other 
events. 

§ 544.11 Subsistence and travel 
allowances. 

Civilian competitors at the National 
Matches may be reimbursed for 
subsistence and travel expenses at rates 
set forth in Invitational Travel Orders. 
The poyment of subsistence and travel 
allowances for civilian competitors is 
authorized by section 4313, title 10, 
United States Code (USC). and Joint 
Travel Regulations (JTR), Volume 2, 
para C-60G2-6. General qualifications 
and criteria for reimbursement are as 
follows: 

(a) Civilian competitors must be 
members of DCM-enrolled clubs or State 
Associations. Competitors must have 
Invitational Travel Orders issued by the 
Office of the Secretary of the Army. 

(b) The rate of payment for travel 
(mileage) will be announced in the 
Invitational Travel Orders. The rate of 
payment for the mileage allowance will 
be based on travel from the place of 
residence, as stated in orders, to the 
National Matches and return regardless 
of the actual location of the competitor 
when travel commences. The mileage 
will be determined from the Official 
Table of Distance (AR 55-60). 

(c) The authorized subsistence and 
mileage allowance rates payable to 
civilian competitors may not exceed the 
amount paid to military members and 
Federal Government employees under 
the JTR. 

(d) Subsistence is not payable to 
competitors while they are traveling to 
and from the National Matches. 

(e) Subsistence will be prorated, meal 
by meal, on the days of arrival and 
departure. Subsistence for full days is 
authorized when a competitor is present 
for an event during and entire day. from 
0001 hours through 2400 hours (midnight 
to midnight). The rate of reimbursement 
for each meal will be published in the 
Invitational Travel Orders for each 
competitor and will be used for 
proration of entitlement to the 
authorized subsistence allowance. 

(0 Constructive payment of 
allowances for the return trip may be 
made before departure from the national 
Matches. Payment will be made only for 
return to place of residence, without 
regard to the actual destination of the 
competitor. 

(gj Competitors may travel by any 
method desired: however. 


reimbursement will be based on the 
mileage rate for travel by privately 
owned vehicle. 

(h) If a competitor provides a 
substantiating document (such as an 
airline ticket) and claims reimbursement 
for travel by air or other mode, 
reimbursement will be made for the 
mode of travel claimed by will not 
exceed the amount which would have 
been payable for travel by privately 
owned vehicle. 

(i) Each competitor is entitled to 
reimbursement for mileage for the 
residence to the National Matches and 
return, regardless of the ownership of 
the vehicles used or the number of 
occupants. 

(j) All substantiating documents 
(receipts) accompanying travel claims 
must be originals. 

(k) Firearms for marksmanship or rifle 
practice are authorized to be carried 
incident to travel performed by DCM- 
sponsored competitors. 

(l) Payment of entry fees and other 
administrative fees will be authorized 
only to the extent they are indicated in 
Initational Travel Orders. 

(m) Collection for meats in 
Government-sponsored or Government- 
affiliated messes will be made at the 
time of consumption of each meal. 

(n) Civilian competitors or support 
personnel, traveling under Invitational 
Travel Orders published by Office of the 
Secretary of the Army, are not required 
to pay surcharges in Government- 
sponsored or Government-affiliated 
messes. 

Subpart B —Responsibilities 

§ 544.12 Secretary of the Army (SA). 

The SA shall conduct the National 
Matches each year. The SA may 
delegate this authority to the President, 
NBPRP. 

§ 544.13 President, National Board for the 
Promotion of Rifle Practice (NBPRP). 

The President, NBPRP, will- 

fa) Act for the SA in the conduct of 
the National Matches. 

(b) Advise the SA on the conduct of 
the National Matches. 

(c) Receive advice of the NBPRP 
concerning the conduct of the National 
Matches. 

(d) Provide guidance to the DCM 
governing the conduct of National 
Matches and approve the annual 
National Matches plan and 
expenditures. 

§ 544.14 Director of Civilian Marksmanship 
(DCM). 

The DCM, a statutory official, will— 
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(a) Direct and implement the National 
Matches as approved by the President. 
NBPRP. for the SA. 

(b) Serve as the NM1C according to 
AR 600-20. 

(c) When the National Match Staff 

(§ 544.6) is assembled for duty at the site 
of the Nutional Matches, the NM1C will 
assign duties to the National Match 
Sta/f and be responsible to the 
President. NBPRP, for all National 
Match matters. However, when the NRA 
is requested to conduct the National 
Matches, the NMIC will not conduct the 
shooting events. Further, the NMIC will 
supervise personnel involved in 
conducting base operations associated 
with the National Matches. This 
supervision does not include courts 
martial jurisdiction. 

§ 544.15 Executive Officer. National 
Matches (XO.NM). 

The XO. NM. Will— 

(a) Perform the year-round planning 
and operations needed to conduct the 
National Matches. This responsibility 
includes recommending support 
requirements. 

(b) Serve as the Deputy National 
Matches Installation Commander 
(Operations and Services) (DNM1C 
(Ops/Svcs)). 

5 544.16 Executive Officer, Civilian 
Marksmanship Program (Support) (XO.CMP 

(spm 

The XO, CMP (SPT) will- 

la) Provide tedmical assistance and 
operational advjce to all DCM-afBliated 
dubs and State associations that 
participate in the National Matches. 

(bj Provide communications, supply 
and billeting (logistics) ammunition, and 
the ordnance safety officer (OSO) 
support to the NRA National Match 
Coordinator as required and directed. 

(c) Insure the NBPRP trophies, medals, 
brassards, and prizes are available. 

(d) Arrange for NBPRP awards 
ceremonies and receptions. Coordinate 
combined ceremonies. 

(e) Supervise the in and out 
processing of DCM supported State 
association and club teams. 

§ 544.17 National Match Support 
Coordinator (NMSC). 

The NMSC will be designated by the 
Commanding General, US Army Forces 
Command (CC. FORSCOM). The NMSC 
will— 

(a) Coordinate the activities of the 
National Match Support Detachment 
during the National Matches. 

(b) Assist the XO. NM/DNM1C (Ops/ 
Svcs) with year-round planning and 
coordination for the National Matches. 


(c) Attend meetings, conferences, and 
briefings concerning logistics support for 
the National Matches. 

§ 544.18 Match Directors. 

The Match Directors for Pistol, 
Samllbore rifle, and Highpower rifle will 
conduct specific shooting events, groups 
of events, or championships. When the 
Army conducts the matches, the March 
Directors are responsible to the DCM/ 
NMIC When the NRA conducts the 
shooting events of the National 
Matches, the Match Directors are 
responsible to the NRA National Mutch 
Coordinator $ 544.6(c)). 

$544.19 Range Director. 

The Range Director is responsible to 
the respective Deputy Match Director. 

The Range Director wriil prepare, 
maintain, and operate the Bring ranges. 
Operating the ranges includes 
controlling and directing all personnel 
competitors, and spectators on the 
ranges. Normally, the Range Director is 
assisted by and is responsible for the 
functions of the following officials and 
others as designated: 

(a) Range Safety Officer. 

(bj Range Communications Officer 
(normally provided from the military). 

(c) Range Engineer Officer. 

(d) Chief Range Officer (usually one 
for each range]. 

(e) Chief Pit Officer (usually one each 
operating rifle range}. 

5 544.20 Statistical Director. 

The Statistical Director is responsible 
to the March Director and will perform 
the statistical operations. These 
operations include— 

(a) Insuring that entries are correct. 

(b) Checking the eligibility of 
competitors and teams. The Statistical 
Director will work with the Range 
Director in assigning these people to 
relays and targets. 

(c) Verifying scores. 

(d) Listing participants in order of 
excellence. 

(e) Publishing match results in official 
bulletins. 

$ 54421 Director, Small Arms Firing 
Sc hoots (SAFS). 

The Director. SAFS. will organize and 
conduct the SAFS. 

$ 544.22 The Commanding General, US 
Army Material Command (CG, AMC). 

CC. AMC, will act as the procurement 
agent for small arms and related 
equipment use to support the National 
Matches. Also, CG. AMC, will budget 
for and provide— 

(a) The personnel, supplies, and 
equipment needed for the onsite repair 
of service-type small arms. Such repair 


will be provided only if required and 
authorized. 

(b) Technical assistance and advice 
regarding National Match arms, 
ammunition, target materiel and related 
equipment. 

(c) Limited logistical support as 
required 

(d) The OSO (f 544.25). 

$ 544.23 Chief of Public Affairs (CPA). 

(a) The CPA will— 

(1) Arrange for appropriate public 
affairs support to the National Matches 
and other Excellencc-in-Compelition 
(E2C) matches. Such support will be 
provided within available resources. 

(2) Designate a qualified individual to 
serve as the National Matches Public 
Affairs OfBcer (NMPAO) for a period 
not to exceed three week before and one 
week after the competitions. 

(b) The NMPAO will work with the 
public information activities conducted 
by the Service and directed by the 
NMIC. 

$ 54424 Chief, National Matches Support 
Detachmont (NMSD). 

The Chief. NMSD, will, through the 

NMSC. act as the logistics coordinator 
for the National Matches, supervise all 
National Match supply activities, and 
coordinate service activities. The Chief. 

NMSD. will— 

(a) Procure, control, and issue Army- 
furnished supplies and equipment. 

(b) Provide repair and utilities 
activities. 

(c) Issue and/or sell ammunition or 
arms that are provided by the DXM and 
that are required and authorized. 

(d) Coordinate logistical matters 
between National Match activities and 
match support organizations. 

$ 54425 Ordnance Safety Officer (OSO) 

The OSO will- 

fa) Investigate the circumstances 
leading to any weapon or ammunition 
malfunction that results in an accident 
or creates a hazardous condition at the 
match site. 

(b) Determine the probable cuuse of a 
malfunction and insure the problem has 
been resolved before the weapon or 
ammunition is return to the Bring line. 

(c) Report to the Match Director, in 
writing, about an incident or 
malfunction that called for his or her 
services. 

§ 544.26 Commanding General. US Army 
Forces Command (CG, FORSCOM). 

The CC. FORSCOM. will- 

la) Appoint the NMSC. 

(b) Budget for and provide personnel 
and other support and services as 
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required by the National Matches 
Support and Operations Plan. 

5 544.27 Commanding General, US Army 
Training and Doctrine Command (CG, 
TRADOC). 

The CG,1'RAOOC. will budget for and 
provide services and equipment in the 
areas of communications, facilities 
engineering, food service, medicine, 
maintenance, supply, transportation, 
procurement and contracting, and other 
areas as may be required by the 
National Matches Support and 
Operations Plan. 'The CG, TRADOC. will 
also provide comptroller assistance as 
required. 

§ 544.2$ Commanding General. US Army 
Co- munlcatlons-ElectrofUcs Command 
(CG, CCCOM), 

THE CG, CECOM, will budget for and 
provide selected items of signal equip¬ 
ment as set forth in the National 
Matches Support and Operations Plan. 

\ 544.2$ Adjutant General. Ohio National 

Guard. 

(aj Per existing leases and contracts, 
the Adjutant General, Ohio National 
Cuard. will provide personnel, services, 
facilities, and equipment to the 
maximum extent possible to support and 
conduct the National Matches. 

(b) Additional support that may be 
requested that is not provided for 
elsewhere, may be provided for when 
concurred in by the Adjutant Cenerat. 
Ohio National Guard, and approved by 
the National Guard Bureau as 
appropriate. 

Subpart C—Competitor Eligibility, 
Requirement*, Categories, and Teams 

\ 544.30 Eligibility for the matches. 

|aj The National Trophy matches ore 
open to all US citizen 10 years of age or 
older, any other persons subject to 
induction in the US Armed Forces, and 
ill members of the US Armed Forces, 
both Regular and Reserve Components. 
The minimum age may be waived. 
(Requests for waivers, with lustification. 
must be submitted to the DCM before 
the opening date of the National 
Marches.) 

lb) Other EIC matches noted in 
§ 544 31 are open as described in 
\ 544.30(a) of this section. However, 
there are restrictions for these matches. 
These restrictions are described in 
»§ 544.31 (c) and (d) and 544.94. Further 
restrictions for Service personnel are 
described in the regulations of their own 
Service. The match sponsor may waive 
the minimum age requirement. Request 
for waiver will be submitted to the 
sponsor as explained in the match 
program. These requests must include a 


justification. For example, an acceptable 
justification is that the person is 
classified by the NRA as a Sharpshooter 
or higher or has completed an EIC match 
with the arm concerned. 

(c) Competitors designated 
Distinguished with the arm concerned 
may enter the National Trophy Matches 
and other EIC matches. Non- 
Distinguished competitors cannot enter 
any EIC match on a noncredit basis 
(such as entering for practice). 

(d) Non-Distinguished military 
competitors may not enter EIC matches 
at NRA Regional or State championship 
matches if these competitors have 
earned, with the arm concerned, the 
maximum credit points their Service 
allows for such matches. 

(e) The SAFS are open to all US 
citizens, any other persons subject to 
Induction in the US Armed Forces, and 
all members of the US Armed Forces, 
both Regular and Reserve Components. 
To attend the SAFS, a person must not 
necessarily compete in the National 
Matches. For pistol instruction, a person 
must be 16 years old or olden for rifle 
instruction. 12 years old or older. 

§ 544.31 Requirements for competitors In 
Individual matches. 

(a) AH competitors must state on their 
entry forms whether their status is 
Distinguished or non-Distinguished. 

(b) For the National Trophy Matches. 
non-Distinguished military competitors 
must advise the DCM when, per their 
Service's regulations, they cannot be 
credited with points earned in National 
Trophy Matches. Competitors must 
advise the DCM before the matches and 
in writing. 

S 5402 Requirements for mlTIUry 
competitor*. 

Military competitors (Regular and 
Reserve Components) who compete in 
the National Matches and whose 
transportation or other expenses 
connected with the matches are paid, 
wholly or in part from appropriated or 
nonappropriated funds (NAF) must 
meet special requirements. (Examples of 
NAF are funds for exchanges, 
recreation, and morale.) These 
competitors will— 

(a) Participate in the appropriate 
SAFS. 

(b) Enter and complete the 
appropriate National Trophy Individual 
Match and President's Match if eligible 
under this regulation, unless eliminated 
from the match. 

(c) Enter and complete the appropriate 
National Trophy Team Matches if 
eligible under this regulation and 
selected by the team captain, unless 
eliminated from the match. 


(d) Fire a service rifle (authorized by 
i 554.52 at ranges of 200 through 600 
yards in both the NRA and the National 
Trophy Rifle Matches, unless exempted 
In the current match program. These 
military competitors may also use other 
rifles at greater ranges. 

§ 544.33 Requirements for certain civilian 
competitors. 

Civilian competitors in the National 
Trophy Mutches whose transportation 
or other expenses connected with these 
matches are paid, wholly or in part, by 
the DCM must meet special 
requirements. These competitors will— 

(a) Attend the appropriate SAFS. 

(b) Enter and complete the 
appropriate National Trophy Individual 
Mutch and President's Match, unless 
eliminated according to $ 544.42. 

(c) Enter and complete the appropriate 
National Trophy Team Matches if 
eliminated according to 5 544.42. 

9 544.34 Competitor categories for 
National Trophy Matches, 

Competitors may register and 
participate in only one of the following 
categories: 

(a) Regular Service. (1) This category 
consists of— 

(1) Regular Service personnel on active 
duty. 

(ii) National Guard and Reserve 
personnel on extended active duty with 
active forces of 90 days or more with a 
Regular Service status under Title 10 

use. 

(2) This category does not include 
enrolled undergraduates of the Service 
academies. 

(b) Reserve. This category consist of 
members of any Reserve branch of the 
US Armed Forces who are not on 
extended active duty as in $ 554.34(a) of 
this section above. It includes Fleet 
Reserve but excludes Fleet Marine 
Corps Reserve. This category also 
excludes Army or Air National Guard 
and ROTC If also qualified under 

§ 544.84 (e) and (f)(3J, Reserve members 
may instead register and participate in 
one of those categories. 

(c) National Guard. This category 
consists of members of the Army or Air 
National Guard who are not on 
extended active duty as In 

9 544.34(a)(i)(ii) of this section, if also 
qualified under S$ 544.34 (e) or (f)(3). 
National Guard members may instead 
register and participate in one of those 
categories. 

(d) Service Academy and Reserve 
Officers Training Center (ROTC). (1) 
This category consists of enrolled 
undergraduate members of— 
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(1) The Service academies of the 
Armed Forces. 

(ii) Any high school or college Army, 
Navy, or Air Force ROTC unit 

(2) If also qualified under § 544.34(f)(3) 
of this section. Service Academy and 
ROTC members may instead register 
and participate in that category. 

(e) Police. This category is defined in 
NRA Rule 2.4. If also qualified in the 
Reserve. National Guard, or Civilian 
categories, police may instead register 
and particaptc in one of those 
categories. 

(f) Civilian. This category consists of 
competitors listed in i 544.34(f)(1) 
through § 544.34(f)(3)* Reserve or 
National Guard category personnel who 
elect to compete as civilians under 

5 544.34(f)(3) may not revert to a 
Reserve or National Guard category 
later, unless the proper authority orders 
them to active duty for a purpose other 
than marksmanship competition. The 
penalty for noncompliance will be 
determined by the DCM. 

(1) Individuals who are not in the 
Regular Service. Reserve. National 
Guard. Service Academy and ROTC, or 
Police categories. 

(2) Retired service (Regular. Reserve, 
or National Guard) and Fleet Marine 
Corps Reserve personnel. However, if 
qualified in the Police category, they 
may instead register and participate as 
police. 

(3) Members of the Reserve. National 
Guard, Service Academy and ROTC, or 
Police categories who. during the current 
calendar year. 

(i) Have not competed with the arm 
concerned in any of the Reserve. 
National Guard. Service Academy and 
ROTC or Police categories. 

(ii) Received support for any 
competition in the form of arms, 
ammunition, or travel expenses, wholly 
or in part, from organizations in the 
Reserve. National Guard, and Service 
Academy and ROTC categories. Do not 
include as support the arms or 
ammunition provided for a specific 
competition (such as National Trophy or 
other EIC matches) when such items are 
available to all competitors within the 
calendar year. 

(g) Junior. This category consists of 
civilians who will not reach 20 years old 
by the end of the calendar year. Juniors 
may compete on Civilian teams if they 
are eligible. Individuals who have 
National Guard. Reserve, or Regular - 
Service status may not compete as 
juniors. 

$ 544.35 Team member eligibility. 

For teams to be eligible to compete, 
the following requirements must be met: 


(a) No person may be a team captain, 
firing member, or alternate member of a 
team unless he or she is qualified in the 
category the team represents. 

(Categories are listed in $ 544.34) This 
rule does not apply to police on State 
Civilian teams as authorized in 

5 544.35(f)(1). Nor does it apply to 
qualified juniors on Civilian teams. 

(b) Individuals must be bona fide 
members of the organization and 
category represented for at least 30 days 
before the opening date of the matches. 

(c) Members of State Civilian. State 
|unior, State fraternal-type Police 
organization, or club teams must be 
bona fide residents of the State that the 
team represents or in which the club is 
located. Further, they must have lived in 
that State for at least 30 days before the 
opening date of the matches. 

§ 544.36 Authorized teams In National 
Trophy Team Matches. 

The categories of teams that may 
enter the National Trophy Team 
Matches and the number that may in 
each category are listed below. 

(a) Regular Service. Two teams may 
represent each Service (the Army. Navy. 
Marine Corps, Air Force, and Coast 
Guard). 

(b) Reserve. Two teams may represent 
the Reserve branch of each Service (the 
Army, Navy, Air Force, Marine Corps, 
and Coast Cuard). 

(c) National Guard. Two teams may 
represent the National Guard at large. 
Such teams may be composed of both 
Army National Guard and Air National 
Guard personnel. 

(d) Service Academy and ROTC. One 
team from each Service academy may 
participate in the match. One team from 
each Army ROTC region. Naval Base 
Command, and Air Force ROTC Liaison 
Area within the continental United 
States (CONUS) may participate. ROTC 
members from units outside CONUS will 
compete on ROTC teams as authorized 
by the DCM. 

(e) Police. One or more teams may 
represent each bona fide organized 
Federal, State, county, or municipal 
agency having law enforcement police 
powers. Also, one or more teams may 
represent a State. Commonwealth. 
Territory, or District of Columbia police 
organization of a fraternal nature. 
Fraternal organizations may enter only 
if they are organized according to AR 
920-20 and affiliated with the DCM. or 
they are organized as a club and in good 
standing under the rules of the NRA. 
However, the entry of more than one 
team per fraternal organization will be 
subject to the availability of range 
facilities. 


(f) Civilian and Junior. (1) One or 
more State Civilian Teams and one or 
more State Junior teams may represent 
the DXM-affiliated State association of 
each State. Commonwealth. Territory, 
and the District of Columbia. However, 
the entry of more than one team per 
organization will be subject to the 
availability or range facilities. Also, only 
one State Civilian team and State Junior 
team may be supported by the DCM 
through payment of travel and 
subsistence expenses on a cost sharing 
basis. Each State Civilian team in the 
National Trophy Pistol Team Match may 
include two police officers; however, the 
officers must not be members of a police 
organization that enters a team in the 
same match. 

(2) One or more Civilian teams and 
one or more Junior teams may represent 
a club. The club must be organized 
according to AR 920-20 and in good 
standing on the rolls of the DCM, or it 
must be organized and in good standing 
under the rules of the NRA. The entry of 
more than one team per club will be 
subject to the availability of range 
facilities. 

$ 544.37 Requirements for new shooters 
In National Trophy Team Matches. 

(a) Regular Service, Reserve, and 
National Guard Teams. Pistol teams will 
have at least one firing member who has 
never, fired before as a member of any 
team that has competed in the particular 
event. Rifle teams will have at least two 
such firing members. 

(b) Civilian and Police teams. These 
teams will have at least one firing 
member who has never fired before as a 
member of any team that has competed 
in the particular event. 

(c) Service Academy, ROTC, and 
Junior teams. There are no requirements 
for new shooters on these teams. Having 
fired as a member of a Service Academy 
ROTC or Junior team or as a junior 
member of a Civilian team is not 
considered previous participation. It will 
not disqualify a competitor from being a 
member of teams in SS 544.37(a) and 
544.37(b) of this part. 

Subpart D—General Rules for National 
Trophy Matches 

General Match Rules 

$ 544.36 National Trophy and EIC match 
rules. 

(a) NRA rules will apply unless 
changed by this regulation or an stated 
in § 544.38(b). 

(b) The XO, NM. or the corresponding 
official in another EIC match, may alter, 
the NRA rules for a particular match 
only if such action is needed to complete 
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the match successfully. If any 
Alterations are made, the XO. NM. or the 
corresponding official must immediately 
report the details in writing to the 
President. NBPRP (ATTN; DCM). 

*544.39 Entries. 

(a) Individual entries will be made in 
advance as prescribed in the match 
program. Post entries will be accepted if 
the established post entry fee is paid, 
range space is available, and the 
acceptance of the post entry will not 
interfere with match operations. The 
following individual entry forms may be 
obtained by request to the Statistical 
Director or the DCM. Forms that require 
personal information must be 
accompanied by a Privacy Act 
itatemen! (AR 340-21, para 4-3 and 5 

U S C. 552a (e)(3)). 

(1) DA Form 1342 (Entry and Score 
Card for Individual Pistol Match) or a 
substitute form approved by the DCM. 

(2) DA Form 1344 (Entry and Score 
Card for Individual Rifle Kfatch) or a 
substitute form approved by the DCM. 

(b) Team match entries will be made 
by team captains using official forms 
provided by the Statistical Director. 

Team captains will— 

(l) Enter the following data on the 
team entry form. 

(1) The full official name and address 
of the organization their team 
represents. Civilian, junior, and Police 
teams will be recognized as representing 
a particular State, Commonwealth. 
Territory, the District of Columbia, or 
DCM or NRA'Affiliated organization 
only if attested to on the form by an 
official of the organization represented. 

fii) The category under which the 
team will enter according to } 544 34, 

(iii) Further identification of the 
organization's team name (such as 
Blue,” ”|ones," or the like) if the 
organization enters more than one team. 

(>v) The designations of team officials 
and other members. 

(v) Each member’s correct first name, 
middle initial, last name, home address, 
and if applicable, the member's grade 
and official military mailing address. 

Ml A statement by the team captain 
that the team is certified under this 
regulation. 

(2) Submit entry forms at the match 
site as prescribed In the match program. 
Entries by mail will not be accepted 

(c) Incomplete or inaccurate entry 
forms or the use of the wrong form may 
cause the entries to be refused or the 
individual or team entrant to be 
disqualified. 

(d) Entries will be accepted on a first- 
come, fust-served basis until range 
Opacity is filled. 


§ 544.40 Directives competitors must 
follow. 

(a) The competitor must know and 
comply with this regulation, the Official 
Match Program, and the NRA rules and 
Match bulletins that apply. 

(b) In team matches, the team captain 
will insure that team members comply 
with 5 544.40(a) of this part. 

§ 544.41 Coaching. 

Coaching is not permitted in 
individual matches, it is permitted only 
in team matches. Usually, coaching is 
permitted only with the team, but there 
are exceptions to this rule: 

(a) Service members will coach teams 
of their respective Service, and only 
Service members may coach Service 
Academy and ROTC teams. They may 
also coach Police, Civilian, and (unior 
teams. 

(b) Upon request by a Civilian, (unior. 
or Police team, the XO. NM. will assign 
a coach from among qualified and 
available Service personnel. 

$ 544.42 Elimination of teams or 
Individuals. 

The XO. NM. or the corresponding 
official in matches may establish 
standards by which individuals and 
teams of the lowest standing may be 
eliminated after the first stage of a 
match is completed. 

§544.43 Penalties. 

(a) Any person interfering with or 
annoying a competitor on the firing line 
will be warned by a range official to 
stop. If the offender does not stop, he or 
she will be disqualified from that match 
and ordered off the range immediately. 

(b) If the XO. NM. finds a competitor 
guilty of any of the offenses below, the 
competitor may be disqualified from 
competing further in the current 
National Trophy Matches. Further, the 
competitor may be denied any award 
won during the current matches. 
However, these penalties will be 
imposed only if the competitor is found 
guilty. The offenses are— 

(1) Violating range safety regulations 
or the safety precautions prescribed in 
this regulation. 

(2) Firing under an assumed name. 

(3) Firing under a name other than the 
one on the entry form. 

(4) Firing more than once for the same 
award. 

(5) Falsifying scores or being an 
accessory to falsifying scores. 

(6) Offering any person a bribe 
relating to a match. 

(7) Evading the conditions prescribed 
for a match. 

(8) Refusing to obey the instructions of 
a match official. 


(9) Disorderly conduct. 

(10) Being guilty of conduct that the 
XO. NM. considers a discredit to the 
National Matches, their sponsors, or the 
intended purposes of the matches. 

§ 544.44 Competitors verifying their 
scores. 

The competitor in individual matches 
and the team captain in team matches 
must verify the score card. Verification 
includes checking the names on the 
card, the value of each shot, and all 
other data and then signing the card. 

The signature acknowledges the card is 
correct. Should a competitor or team 
captain sign an incorrect score card or 
leave the firing line without signing the 
card, no challenge or protest concerning 
data recorded on the card will be 
allowed. If the competitor or team 
captain wants to protest data recorded 
on the card, he or she wifi write the 
word "Protested” above the signature 
and follow the procedure prescribed in 
§ 544.46. 

§ 544.45 Referees, scoring, and challenge 
procedures. 

NRA rules cover the use of referees 
and scoring and challenge procedures. 
Exceptions are listed below. 

(a) The Match Director will appoint an 
Official Referee and Assistant Referees 
are required, including Scoring Referees 
for Pistol matches. 

(b) If a competitor (in individual 
matches) or a team captain (in team 
matches) is not satisfied with the score 
announced by the scorer, the competitor 
or team captain may challenge it. They 
must pay a challenge fee (§ 544.45(c) 
below) to have the Referee settle the 
disputed score. The Referee's decision 
will be final. For pistol matches, the 
decision of the Scoring Referee is final. 
For rifle matches, the decision of the Pit 
Officer is final. 

(c) The XO. NM, will establish the 
challenge fee. When the Referee’s 
decision is not in favor of the competitor 
or team member, the challenge fee will 
be delivered to the XO. NM. for deposit 
into the National Match Fund. If the 
decision is in favor of the competitor, 
the challenge fee will be returned. 

§544.46 Protests. 

(a) Competitors (individual matches) 
or team captains (in team matches) may 
protest any decision or injustice that 
they believe unfairly affects the 
competition. Protests may be in such 
areas as competitor or team eligibility, 
the conditions of firing (including the 
conditions under which another 
competitor is permitted to fire), or the 
equipment allowed. However, 
competitors or team captains may not 
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protest the score of a target In this case, 
they must challenge the score according 
to S 544.45. 

(b) A protest must be made when the 
incident occurs and according to the 
steps below. Failure to comply with 
these steps may void a protest. 

(1) State the complaint orally to the 
Chief Range Officer or to the Statistical 
Director, as appropriate, for a decision. 
If not satisfied with the decision, then 
follow $ 544.48(b)(2). 

(2) State the complaint orally to the 
Official Referee for a decision. If not 
satisfied with that decision, carry out 
S 544.46(b)(3) within 2 hours after 
completing the match. 

(3) File a formal, written protest with 
the Official Referee. State all the facts 
the protest is based on. As quickly as 
possible, the Official Referee must send 
this protest to the National Trophy 
Match Protest Committee. The Official 
Referee will include his or her own 
statement concerning the alleged facts, 
any other facts considered pertinent to 
the case, and copies of related 
documents such as entry forms and 
score cards. 

(c) The National Trophy Match 
Protest Committee will sit at the match 
site. The committee will consist of three 
or more members appointed by the 
Match Director. The Match Director will 
not appoint competitors or team or 
match officials participating in the 
match being protested. The decision of 
the committee will be final. 

$544.47 Bulletins. 

Preliminary bulletins showing award 
winners will be published at the match 
site. Complete, final official bulletins 
showing the scores for ail competitors, 
including all firing members of teams, 
will be published by the Statistical 
Director in coordination with the DCM/ 
NMIC. The bulletins will be published 
as soon as possible after the matches 
are completed. 

Team Match Rules ^ 

} 544.48 Team composition. 

Each team will include the number of 
firing members required by the match 
conditions to fire for score. A team may 
include up to two alternate firing 
members who are eligible to fire as 
substitutes. (Follow NRA Rule 12.4 when 
using substitutes.) Each team will have a 
designated team captain and may have 
a designated team coach. (Sec. 544.41 on 
when coaches are allowed and who may 
serve as a coach.) The captain and 
coach may be firing members or 
alternates if eligible, and must be listed 
as such on the team entry form. 

($5 544.37 and 544.38 discuss new 


shooter requirements and team member 
eligibility.) 

$ 544.49 Team squadding. 

(a) All teams will be assigned the 
same number of targets. 

(b) In rifle team matches, slow fire 
will be conducted with two firers 
assigned to a single target. This is 
known as pair firing. If firing points are 
too narrow to permit this procedure, 
each team may be assigned one or more 
adjoining firing points, provided all 
teams fire concurrently. When enough 
targets are available, each team may be 
assigned more than one target. 

However, in this case, each team must 
be assigned the same number of targets. 

(c) When two competitors are 
assigned to a single target (pair firing), 
they will fire alternately. The competitor 
on the right will fire first. A shot fired 
out of turn will be scored as a miss. A 
range official may require a left-handed 
competitor to be on the left of a pair. 

(d) Team captains may place team 
members on assigned targets in any 
order they choose. They may change the 
order of a team member firing between 
stages, in each case notify the scorer. 

§ 544.50 Station and duties of team 
coaches. 

(a) In the slow fire stages of rifle 
matches, the team coach's station will 
be between the pair on the firing line. If 
only one member is firing, the station 
will be directly behind the member. In 
rapid fire stages, the station will be 
directly behind the member firing. 

(b) In pistol team matches, one couch 
is allowed for each target assigned the 
team. W r hen the team is on the firing 
line, the team coach's station will be 
directly behind the team member or 
members firing. The team captain may 
act as a coach on the second target. 

(c) In pair firing, the positions of the 
coach or competitors may not be shifted 
to form a windshield for a ftrer. 

(d) W r hen the team is on the firing line, 
coaches will be confined to the 
prescribed station and to the activities 
normally expected of a coach. Coaches 
may assist team members by calling 
shots, checking time and scores, 
ordering sight changes, and so on. 
However, coaches may not physically 
assist in loading, making sight changes, 
or in assuming positions. Also, they 
must control their voices and actions so 
as not to disturb other competitors. In 
communicating with the team, coaches 
will not use electrical or mechanical 
means. 

§ 544.51 Stations of team captain. 

When a team is on the firing line, the 
team captain and one assistant may be 


stationed in front of the ready line and 
slightly behind the coach. The captain is 
positioned there to observe team 
operations and the scorekeeping. The 
team captain may not assist in coaching 
unless occupying the coach's station. 
The captain may talk with the coach if it 
does not distract firers on the firing line 
The captain may not talk to the firer. 

Types of Firearms, Ammunition, and 
Other Equipment 

S 544.52 Description of arms to be used. 

(а) US rifle, caliber .30 Ml as issued 
by the US Army, a commercial rifle of 
the same type and caliber, or either rifle 
if chambered for 7.62mm. The 
requirements for those rifles are listed 
below. 

(1) The trigger pull must be at least 
4Vfc pounds. 

(2) A standard issue type wood or 
synthetic material stock and standard 
issue type leather or web sling must be 
used. 

(3) Sling cuffs and sling pads are not 
permitted. Hooks, buttons, straps, or 
other similar devices fastened to the 
shooting coat for the purpose of holding 
the sling in place are prohibited. 

(4) The gas system must be fully 
operational. 

(5) The front and rear sights must be 
of US Army design for this rifle, but the 
dimensions of the rear sight aperture 
and front sight blade may vary. 

(б) External alterations to the 
assembled arm are not allowed. 

(7) These rifles may be modified 
internally to improve functioning and 
accuracy. A special match barrel may 
be installed. Synthetic materials may be 
applied to the interior of the stock to 
improve the bedding. Modifications 
must not interfere with the functioning 
of the rifle and safety devices as 
manufactured. Also modifications must 
not change the configuration or 
appearance of the assembled arm. 

(bj U.S. rifle caliber 7.62mm M14 
series. Competitors may use the caliber 
7.62mm M14 series as issued by the U S 
Army or a commercial rifle of the same 
type and caliber. The requirements for 
these rifles are listed below. 

(1) The trigger pull must be at least 
4^4 pounds. 

(2) A standard issue type wood or 
synthetic material stock must be used 
The stock must not be more than 2 
inches wide at a point immediately to 
the rear of the front band and not morr 
than 2.5 inches wide at the front and 
rear of the receiver. The width at the 
receiver may be carried through to the 
butt plate The stock must have a 
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continuous taper from receiver to front 
band. 

(3) A standard issue type leather or 
web sling must be used. Sling cuffs and 
sling pads are not permitted. Hooks, 
buttons, straps, or other similar devices 
fastened to the shooting coat for the 
purpose of holding the sling in place are 
prohibited. 

(4) The gas system must be fully 
operational. To improve operation, the 
gas cylinder plug may be altered by 
making an axial hole that is 
approximately V$nth inch in diameter in 
the center of the plug. 

(5) The front and rear sights must be 
of US Army design for this rifle, but the 
rear sight aperture and front sight blade 
may vary in dimensions. 

(6) The rifle must be adjusted so that 
automatic Tire is impossible without 

re moving the stock and changing or 
altering parts. 

(7) The standard 20 or 30 round box 
magazine must be attached during the 
firing of all courses and in all positions. 

(8) The hinged butt plate win be used 
only in the folded position. 

(9) External alterations to the 
assembled arm are not allowed. 

(10) The rifle may be modified 
internally to improve functioning and 
accuracy. A special match barrel may 
be installed. Synthetic materials may be 
applied to the interior of the stock to 
improve the bedding. Modifications 
must not interfere with the proper 
functioning of the rifle or safety devices 
as manufactured. Modifications must 
not change the configuration or 
appearance of the assembled arm. 

(c) U.S. rifle, caliber 5.56mm M16 
series. Competitors may use the caliber 
5 50mm M16 series as issued by the U.S. 
Armed Forces or a commercial rifle of 
the same type and caliber. (The U.S. rifle 
caliber 5.56mm M16 AZ or its 
commercial equivalents are not 
authorized under this regulation.) The 
requirements for these rifles are listed 
below. 

(1) A bipod or grenade launcher will 
not be used. 

(2) The trigger pull must be at least 5 

pounds. 

(3) A standard issue type stock, pistol 
grip, handguard, and web sling must be 

used. 

(4) The rifle must be modified so that 
automatic fire is impossible without 
removing, replacing, or altering parts. 

(5) The standard 20 or 30 round box 
magazine must be attached during the 
firing of all courses and in all positions. 

(6) The gas system must be fully 
operational 

(7) External alterations to any part of 
the assembled arm are not allowed. 
However, an external device may be 


attached to prevent selector level 
movement to the auto position. 

(8) The front and rear sights must be 
the standard design for this rifle as 
issued by the U.S. Armed Forces. 

(9) Hooks, buttons, straps, or other 
similar devices fastened to the shooting 
coat for the purpose of holding the sling 
in place are prohibited. 

(d) U.S. pistol caliber .45M1911 or 
M1911A1* Competitors may use the 
caliber .45M1911 or M1911A1 as issued 
by the U.S. Armed Forces or a 
commercial pistol of the same type and 
caliber. The requirements for these 
pistols are listed below. 

(1) A standard issue stock of wood or 
synthetic material, a similar stock of 
commercial manufacture, or another 
comparable design that does not 
interfere with the functional or 
maintenance features of the pistol must 
be used. The stock must be functionally 
identical for right or left hand use. It 
must not— 

(1) Be more than inches thick 
between the right and left side 
extremities. 

(ii) Cover the mainspring housing. 

(iii) Prevent holstering in the standard 
service holster. 

(2) The trigger pull must be at least 4 
pounds. 

(3) The pistol will have open sights 
only. The front sight must be 
nonadjustable. The rear sight may be 
adjustable and must have an open M U" 
or rectangular notch. The distance 
between sights, measured from the apex 
of the front sight to the rear face of the 
rear sight, must not be more than 7 Vi 
inches. 

(4) The forestrap of the grip may be 
checkered or stippled. 

(5) The mainspring housing may be 
either the straight or the arched type, 
and may be checkered or stippled. 

(6) Trigger shoes and trigger stops, 
internal or external, may be UBed. 

(7) External finishes may be blued, 
parkerized, or bright. All other external 
alterations, additions, or changes to the 
appearance or configuration of the 
assembled arm are prohibited, except 
that the ejection part may be lowered to 
aid in ejection. 

(8) The pistol may be modified 
internally to improve functioning and 
accuracy. (For example, a special match 
barrel may be fitted.) However, the 
modifications may not interfere with the 
proper functioning or safety devices of 
the arm as issued by the U.S. Armed 
Forces. All safety features must operate 
properly. 

§ 544.53 Rifles and pistols available. 

Under rules announced by the DCM. 
National Match-grade rifles M14 and Ml 


and pistols M1911 series will be made 
available at the National Matches for 
temporary loan to participants. 

§ 544.54 Checking firearm characteristics. 

The competitor will insure that his or 
her firearm is safe and meets the 
requirements of § 544.52. At any time, 
the XO. NM. may direct the weighing of 
triggers with official test weights and 
may check other functions and 
component parts. 

§ 544.55 Use of the same firearm by more 
that one competitor. 

More than one competitor may use the 
same firearm in a match if squadding 
permits, but special squadding permits, 
but special squadding for this purpose is 
not authorized. 

§544.56 Disabled firearm. 

Within 30 minutes of the time the 
appropriate range official declares a 
firearm disabled, the competitor must 
repair or replace the firearm and report 
with it to a range official A replacement 
firearm, if authorized, must be of the 
same type and caliber as the disabled 
firearm. 

§ 544.57 Ammunition. 

Range personnel will issue 
Government special match, match- 
grade. or service-grade service 
ammunition at the firing line. A single 
lot will be used if feasible, but more 
than one lot may be used if 
curcumstances require. Competitors will 
fire only this ammunition and none 
other. Competitors will be disqualified if 
ammunition issued to them is altered in 
any way. Competitors will also be 
disqualified if any other ammunition is 
found about their person or equipment 
while they are on the firing line. 
However, if the match sponsor does not 
make 5.56mm ammunition available, 
competitors using the M-16 series rifle 
or commercial equivalent will use their 
own safe ammunition. 

§ 544.56 Targets. 

The following targets will be used: 

(a) Pistol targets. (1) For firing at 50 
yards, use the Standard American 50- 
yard pistol target with the x. 10,9. and 0 
rings black (NRA B-0 target). 

(2) For firing at 25 yards, use the 
Standard American 25-yard, rapid fire 
pistol target. Use the same dimensions 
as § 544.5(a)(1) of this section, but with 
only the x, 10, and 9. rings black (NRA 
B-8 target) 

(b) Rifle targets (except in the 
National Trophy Infantry Team Match). 
(1) For firing at 200 yards or meters, use 
the standard US Army, short range (200 
to 300 yards or meters), competitive rifle 
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target with the x. 10. and 9 rings black 
(NRA SR target). 

(2) For firing at 300 yards or meters, 
use the same target and distance as in 
544.5(b)(1) of this section, except the 
aiming black is enlarged to include the 8 
ring (NRC SR-3 target). 

(3) For firing at 500 yards or meters, 
use the standard US Army target, 
midrange (500 yards or meters), 
competitive riile target with the x, 10.9. 
and 8 rings black (NRA MR target). 

(4) For firing at 600 yards or meters, 
use the standard US Army target 
midrange (600 yards or meters), 
competitive rifle target with the x. 10,9. 
8. and 7 rings black (NRA MR-1 target). 

(c) For the National Trophy Infantry 
Team Match, use the targets described 
in S544.00(c)(4). 

5 544.59 Field glasses, and binoculars. 

In the Infantry Match, the team 
captain and coach will not be permitted 
to use field glasses or binoculars of 
greater power or objective lens diameter 
than 10 x 50. Binoculars will be provided 
on the firing line for teams requiring 
them. The team captain and coach may 
use a telescope behind the assembly line 
for the purpose of reading the wind 
before the start of their team relay. 

These telescopes will not be used for 
coaching after the targets have appeared 
for the team and may not be displaced 
forward of the assembly line, 

Firing 

§ 544.80 Safety precautions. 

(a) Arms will be loaded only at a 
firing point and only when directed by a 
range official for authorizing firing. 

(b) Unless competitors are at a firing 
point and the range official has given the 
order to load, they must keep— 

(1) The magazines must be removed 
from the firearm. 

(2) The slides or bolts locked back. 

(3) The safeties of rifles on. 

(c) During and until their arms are 
unloaded, competitors will— 

(1) Keep their pistols at the raised (or 
ready) pistol position or hold them on 
the bench and pointed downrange at the 
target. 

(2) Keep their rifles pointed 
downrange at the target. 

§ 544.81 Organization of firing areas. 

The firing areas on each range will be 
organized into a firing line, a ready line, 
and an assembly line. 

§ 544.62 Station of competitors. 

Each competitor will remain on or 
behind the assembly line until the 
competitions assigned relay is called to 
the ready line or firing line. Without the 
Range Director's permission, only the 


following people will be allowed 
forward of the assembly line: 

(a) The officials of the matches 

(b) NBPRP members. 

(c) Team officials. 

(d) Competitors on the ready line and 
on the firing line. 

(e) Scorers. 

(F) Others on duty. 

5 544.63 Target assignments and 
operations in the rifle matches. 

(a) The Satistlcal Director will assign 
targets and relays. Competitors may 
obtain these assignments at times 
announced by the Statistical Director. 
Before the matches start, target 
assignments will be posted at a 
convenient location. 

(b) Each team will assign two target 
pullers to work in the pits. Target pullers 
must be physically able and experienced 
in handling targets for high power rifles. 
Failure to provide capable target pullers 
may disqualify the team involved. Both 
target pullers will go to the target 
assigned to their team. Before the firing 
starts, one puller will be reassigned at 
random by the chief pit officer 

(c) Firing will not be interrupted for 
changes of pit personnel. Once firing has 
started, and if other conditions permit, 
the match will continue until all firing is 
completed. 

{ 544.64 Slow target operation In rifle 
matches. 

In individual matches, if a competitor 
believes a target is operating slowly he 
or she must complain to a line official. In 
team matches, the team captain makes 
the complaint. Complaints must be made 
before completing a firing stage and in 
ample time to enable the line official to 
check the time used. The line official 
will check the time used The line 
official will check the time used by the 
competitor and by the target operators 
and make adjustments as needed. When 
there is no complaint to a line official by 
the competitor or team captain, it will be 
assumed the target was operated 
satisfactorily. 

§ 554.65 Practice firing. 

During the SAFS. the only firing 
permitted is that scheduled in the school 
curriculum. At other times, practice 
firing may be allowed if the match 
program states that it is allowed at the 
range and range personnel are available. 

§ 544.66 Firing procedure and punctuality. 

(a) Matches will be fired in relays. 

The XO. NM. may decide whether to 
allow infiltration squadding in slow fire 
stages of rifle matches. 

(b) After a relay is called to the firing 
line, competitors on that relay will be 
allowed 3 minutes in which to prepare 


to fire. Competitors will not be allowed 
to take positions on the firing line after 
the 3-minute preparation time expires, 
and they will lose their right to fire if 
they arrive after that time. They may 
regain their right to fire only if they 
present satisfactory evidence to the XO. 
NM. that the delay was the fault of the 
range operating personnel. 

(c) In team matches, only the first pair 
of competitors for a team need to be 
present at the time the firing is 
scheduled to commence. 

554.67 Firing positions. 

NRA Rule 5.5 on firing positions will 
apply. The rules for rifles are as follows 

(a) Standing . The sling must be 
attached to the rifle at both standard 
attachment points, in the parade 
position. On the M-14 rifle, the sling 
may rest along either the side or the 
bottom of the magazine. The sling may 
not be used for support, except as 
provided for in the National Trophy* 
infantry Team Match rules. 

(b) Kneeling . Use of a kneeling roll or 
pad is prohibited. 

(c) Using ground cloths or ground 
pods . Ground cloths or ground pads may 
be used if they do not provide artificial 
support. They may not be used in the 
National Trophy Infantry Team Match 

S 544.66 Loading and reloading ttie rifle in 
rapid fire. 

NRA Rule 9.22 applies in all matches 
except the National Trophy Infantry 
Team Match. In this match, team 
captains will direct loading and 
reloading. 

{544.69 Unauthorized firing. 

No firing is allowed except at 
authorized targets in prescribed practice 
or competition and under the 
supervision of assigned officials 
Violation of this rule may disqualify the 
offender for the rest of the matches. 

{ 544.70 Tim# limits and extensions. 

(a) Time limits are prescribed in NRA 
Rules, section 8. 

(b) The range official may extend the 
time in the slow fire stages if delays are 
caused by— 

(1) Target malfunctions. 

(2) Slow or improper target operation. 

(3) Reasons over which the competitor 
or team has no control. 

§544.71 Sighting shots. 

Sighting shots are not allowed in any 
National Trophy Matches. 

$ 544.72 Competitors serving as range 
officials. 

In the match program, the Match 
Director or the Range Director may 
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require competitors to score, operate, or 
mark targets or serve as range officials; 
in team matches, they may require a 
team of furnish scorers for teams Firing 
on adjacent targets. The XO, NM, may 
disqualify from further participation a 
competitor who is detailed to perform 
such duties and fails to do so 
satisfactorily. 

Subpart E— Program for the National 
Trophy Matches 

§ 544.73 The President s Pistol Match. 

Table 5-1 gives the course of fire for 
this match. 

§ 544.74 National Trophy Individual Pistol 
Match. 

Competitors will use the National 
Match Pistol Course as the course of 
fire. Table 5-2 gives this course of fire. 

Other E1C individual pistol matches 
will schedule this course of fire. 

$ 544.75 National Pistol Team Match. 

(a) Team composition . Four members 
fire for the team's score. 

The team will consist of a team 
captain, team coach, four firing 
members, and up to two alternates. 

(b) Course of fire . Each firing member 
will use the National Match Pistol 
Course (table 5-2). 

§ 544.76 The President’s Rifle Match. 

Toble 5-3 gives the course of fire for 
the President's Rifle Match. 

§ 544.77 National Trophy Individual Rifle 

Match. 

(a) Course A is the National Match 
Rifle Course. Only Course A will be 
scheduled in the National Trophy 
Matches. Table 5-4 gives this course of 
fire. Other E1C individual rifle matches 


will consist of the National Match Rifle 
Course A except as described In b 
below. 

(b) Course B is restricted to the Mid- 
series rifle or commercial rifle of the 
same type and caliber (5 544.51). This 
course may be scheduled for EIC 
individual rifle matches other than those 
in the National Trophy Matches. Table 
5-5 gives this course of fire. 

S 544.76 National Trophy Rlfla Team 
Match. 

(a) Team composition . Six members 
fire for the team's score. The team will 
consist of a team captain, a team coach, 
six firing members, and two 
alternatives. 

(b) Course of fire. Course A of the 
National Match Rifle Course will be 
used for each firing member. Table 5-4 
gives this course of fire. 

5 544.79 The National Trophy Infantry 
Team Match. 

(a) Team composition . Six members 
fire for the team's score. The team will 
consist of a team captain, team coach, 
six firing members, and two alternates. 

(b) Course of fire. Table 5-6 gives the 
course of fire for this match. 

(c) Conditions . (1) A sling may be 
used for support in all positions. 

(2) On the 600-yard firing line, 384 
rounds of ammunition of one caliber will 
be issued to each team. This 
ammunition is the team's total for the 
match. Hie team captain will divide the 
ammunition among firing members and 
stages and decide the number of rounds 
to be loaded into clips or magazines. 

(3) Each team will use eight adjoining 
targets. Gaps in the target fine will 
separate one team's targets from 
another. 


(4) For firing at 600 and 500 yards, a 
standard 600-yard target will be pasted 
on a standard competitive target frame. 
The face of the target will be reversed to 
display a solid white background. The 
Army "E" silhouette target will be 
pasted on this background and centered 
horizontally, with the top of the 
silhouette 13 inches below the top of the 
frame. For firing at 300 and 200 yards, 
the Army M F' silhouette target will be 
pasted over the face of a standard 200- 
yard target, with the top of the 
silhouette located at the top of the 8 
ring. 

(5) Teams will take firing positions on 
the 600-yard firing line as directed by 
the team officials. Only the captain, 
coach, and firing members will be 
permitted on the firing line during the 
match. After teams are in firing position 
with rifles loaded and locked, they may 
start firing when the targets appear. The 
targets will be withdrawn after 50 
seconds. Between stages, teams will 
move forward abreast in a line. Their 
rifles will be unloaded, magazines 
removed, bolts open, and muzzles 
elevated and pointed downrange. The 
firing procedure at each range will be 
the same as those at 600 yards. Each 
relay will complete the match before the 
next relay is called to the 600-yard firing 
line. 

(6) Scoring, (i) All scores will be 
recorded on the firing line at the end of 
each stage. Spotters will indicate hits on 
the silhouettes only. 

(ii) Hits on the silhouettes will count 4 
points at 600 yards, 3 points at 500 
yards, 2 points at 300 yards, and 1 point 
at 200 yards. Hits outside the silhouettes 
will not be scored or marked. 


Table 5-i.—Course Of Fire— The President's Pistol Match 
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SO 
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25 
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25 
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Table 5-2.—Course of Fire—National Match Pistol Course 
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25 
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25 

RipO 
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Table 5-3 —Course of Fire—The President's Rifle Match 


swv 

Omcwk* 

onmn 
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poctsjn 

i 

1 

1 

fr* .._ ! 

200 

yoo 

900 

Saw 
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10 

10 

10 
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70 wcowd* 

10 frwWl 
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r" i .- M i - - - 
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Prone trey* -- ,,. — l » » wm 
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Table 5-4— Course of Fire. Course A— National Match Rifle Course 


swt* 
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tfWON 

1- 

T*»ol«ff 

Fimog potften 

Nunburo* 

*10* 

1 

I 

F*Nt- -- . _ 
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10 
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10 

80 ticondt 

. 
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. do . . 
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10 

70 tocorch 

Four*___ 

600 

Stow. 
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20 








Table 5-5— Course of fire. Course B—Competitive Rifle Course. M16 Rifle Only 


Stags 

Oktmoi 
(yard* or 
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Tjpt of flrv 

Firing potaot 
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afiota 

Tint tmN 

F—t - _ 

200 

Vmm .. | 
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Mcondi 
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Oo 
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«M» 

10 

10 

--- r II 
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Slow . 
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Four*__ 
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do. 

Pron* 

10 

F<*, . .... _ „.„ 

300 

pftp* . 

PfOh# (tofft ilgndvhQ 

10 

SO Mcondi 





(iii) A bonus for distribution will be 
computed. At each range, count the 
number of silhouette targets that 
contains six or more hits each. Square 
that number, then add the square to the 
total hit score for that range. 

(iv) Ties will be broken by the highest 
team score at the longest range. If the tie 
cannot be broken by that score, use the 
highest team score at the next longest 
range, and so on. 

(7) No alibis will be allowed for 
misfires, disabled pieces, or other 
failures of range or team equipment or 
personnel. 

(8) Telescopes and field glasses may 
be used as follows: 

(i) Before the start of the team's relay, 
the team captain and coach may use a 
telescope behind the assembly line. 
These telescopes will neither be moved 
forward of the 600-yard assembly line 
nor be used for coaching after the team's 
preparation period starts. 

(ii) After the team's preparation starts, 
the captain and coach may use field 
glasses. However, the power and 
objective lens diameter of the glasses 
must not be more than 10 x 50mm. Field 
glasses will be provided on the firing 
line for teams requiring them. 

(9) An assistant range officer will be 
assigned for each team to enforce safety 
regulations and supervise the scoring. 

Subpart F—Awards 

} 544.80 General. 

(a) All EIC matches. The providing of 
awards that ore prescribed and earned 


always depends on whether funds are 

available. 

fb) National Trophy Matches, (1) 
Awards for the National Trophy 
Mutches will normally be given at the 
time and place of the National Matches. 

(1) Permanent trophies will remain in 
the DOM's custody. They will be 
engraved with the names of the winners. 

(ii) Winners will be swarded plaques 
or miniatures of the trophies. These 
plaques and miniatures will be engraved 
at the DOM’s expense and according to 
the DOM's instructions. 

(iii) In certain matches, categories, or 
award groups, a secretary of the Army 
Trophy Firearm award will be given to 
the highest scoring competitor who has 
never received this award before. No 
competitor may receive more than one 
of these awards for a match. This award 
is subject to restrictions of law. 

(iv) Further match awards may be 
authorized from time to time. Such 
awards and the conditions for receiving 
them will be published in the Match 
Program or in the Match Director’s 
Bulletins. 

(2) Correspondence concerning 
awards for the National Trophy Matches 
will be addressed to the Director of 
Civilian Marksmanship. Office of the 
Secretary of the Army, HQDA (SFDM), 
Washington. DC 20314-0100. 

9 544.81 Participation requirements for 
cats in National Trophy Match awards. 

In certain National Trophy Matches, 
awards are given for a named category 
or special awards group (such as Navy, 
Women. Infantry, Junior, or Police). 


These awards will be given only if the 
required number of competitors from the 
category or award group fire in the 
match. The required number are listed 
below. 

(a) Individual matches. (1) W T inner At 
least 5 competitors. 

(2) Second place: At least 8 
competitors. 

(3) Third place: At least 12 
competitors. 

(b) Team matches . (1) Winner. At 
least 3 teams. 

(2) Second place: At least 5 teams. 

(3) Third place: At least 7 teams. 

9 544.32 Awards for ths President s Pistol 
Match. 

(a) The match winner will be awarded 
the President's Trophy Plaque, a 
congratulatory letter from the President 
of the United States, and a President's 
Hundred Metalic Brassard. 

(b) The match winner may also be 
awarded a Secretary of the Army 
Trophy Firearm if the requirements in 
S 544.80(b)(l)(ii) are met. 

(c) The highest scoring 15 percent of 
all competitors who fire in the match 
will be designed ‘The President’s 
Hundred.” They will be awarded a 
“President's Hundred” metallic 
brassard. Not more than 100 of these 
awards will be given. 

$ 544.33 Awards for ths National Trophy 
Individual Pistol Match. 

(a) The match winner will be awarded 
the Custer Trophy Plaque and a gold 
medal. 
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(b) The highest scoring Reserve 

i.' impelitor will award the ILS. Army 
Reserve Memorial Trophy Plaque. 

(c) The highest scoring National 
Guard competitor will be awarded the 
Witional Guard Association Trophy 
Plaque. 

(d) The highest scoring Service 
Academy and ROTC competitor will be 
awarded the Intercollegiate Trophy 
Plaque. 

(e) The highest scoring Police 
competitor will be awarded the Ancient 
Archer Trophy Plaque. 

(f) The highest scoring Civilian 
competitor will be awarded the Silver 
Bowl Trophy Plaque. 

(g) The highest scoring Junior 

i mpetitor and Women competitor will 
hr awarded a trophy plaque. These 
plaques will be named at a later date. 

(hj Per t 544 80(b)(i)(iiiJ. a Secretary 
of the Army Trophy Firearm award may 
be awarded to the highest scoring 
competitor in— 

(1) The match (match winner). 

(2) Each of the Regular Service. 
Reserve. National Guard, Service 
Academy and ROTC, Police, Civilian. 
Junior, and Women competitor 
cMegories (if not the match winner). 

4 544.84 Awards for the National Trophy 
Pistol Team Match. 

Listed below are the trophy awards 
following the type of category. Also 
listed are what second and third place 
teams and designated competitors will 

receive. 

(a) Winning team awards—The Gold 
Cup Trophy. (1) The winning team will 
hr; awarded Gold Cup Trophy Plaques 
«ind gold metals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(b) Reserve Components awards — 

The US. Coast Guard Memorial Trophy. 

(1) The highest scoring Reserve 
Component team will be awarded U.S. 
Coast Guard Memorial Trophy Plaques 
und gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals 

(c) Service Academy and ROTC 
‘wards-The Alden Partridge Trophy. (1) 
The highest scoring Service Academy 
and ROTC team will be awarded Alden 
Partridge Trophy Plaques and gold 
medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(d) Police awards—The American 
Indian Trophy. (1) The highest scoring 


Police team will be awarded American 
Indian Trophy Plaques and gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(e) Civilian awards—The Oglethorpe 
Trophy. 

(1) The highest scoring Civilian team 
will be awarded Oglethorpe Trophy 
Plaques and gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(0 Junior awards—(trophy to be 
named), (t) The highest scaring Junior 
team will be awarded trophy plaques (to 
be named at a later date) snd gold 
medals. 

(2] The second place team will be 
awarded silver medals. 

(3) The third place will be awarded 
bronze medals. 

(g) Awards for highest scoring 
competitors. (1) The highest scoring 
competitor will be awarded the Military 
Police Corps Trophy Plaque. 

(2) The highest scoring Army 
competitor (Regular. Reserve, or Army 
National Guard) will be awarded the 
General Mellon Trophy Plaque. 

(3) The highest scoring Air Force 
competitor (Regular, Reserve or Air 
National Guard) will be awarded the 
General Carl Spaalz Trophy Plaque. 

(h) A wards for the National Civilian 
PistoL Team. The National Civilian 
Pistol Team will be awarded Elihu Root 
gold medals. This team will consist of 
the four highest scoring individual 
Civilian competitors in this match and 
the coach and captain of the highest 
scoring Civilian team. 

§544.85 Additional National Trophy Pistol 
Match awards. 

The competitors with the highest 
aggregate score in the National Trophy 
Individual Pistol Match and the National 
Trophy Pistol Team Match will receive 
the following awards: 

(a) The Regular Army competitor be 
awarded the FORSCOM Pistol Trophy 
Plaque. 

(b) The Navy competitor (Regular or 
Reserve) will be awarded the Fleet 
Admiral Nimitz Trophy. 

(c) The Marine competitor (Regular or 
Reserve) will be awarded the McMillan 
Trophy Plaque. 

(d) The Civilian competitor will be 
awarded the Anheuser-Busch Trophy 
Miniature. 

§ 544 86 Awards for the President's Rifle 
Match. 

(a) The match winner will be awarded 
a President's Trophy Plaque, a 


congratulatory letter from the President 
of the United States, and a President's 
Hundred Metallic Brassard. 

(b) The match winner may also be 
awarded a Secretary of the Army 
Trophy Firearm, subject to the 
conditions in § 544.81 (b)(l)(lii). 

(c) The highest scoring 15 percent of 
all competitors w ho fire in the match 
will be awarded the "President's 
Hundred" metallic brassard. This group 
will be designated "The President's 
Hundred." Not more than 100 of these 
awards will be given. 

§544.87 Awards for the National Trophy 
Individual Rifle Match. 

The following awards are for Course 
A. 

(a) The match winner will be awarded 
the Daniel Boone Trophy Plaque and a 
gold medal. 

(b) The highest scoring Reserve 
competitor will be awarded the Citizen 
Soldier Trophy Plaque. 

(c) The highest scoring National 
Guard competitor will be awarded the 
National Guard Association Trophy 
Plaque. 

(d) The highest scoring Service 
Academy and ROTC competitor will be 
awarded the Hearst Rifle Trophy 
Plaque. 

(e) The highest scoring Police 
competitor will be awarded a trophy 
plaque to be named later. 

(0 The highest scoring Civilian 
competitor will be awarded the Nathan 
Hale Trophy Plaque. 

(g) The highest scoring Junior 
competitor will be awarded the Golden 
Eagle Trophy Plaque. 

(h) The highest scoring Women 
competitor will be awarded a trophy 
plaque to be named later. 

(i) The highest scoring Army 
competitor (Regular. Reserv e, or 
National Guard) will be awarded the 
Association of the United States Army 
Trophy Plaque. 

(j) The highest scoring Marine 
competitor (Regular or Reserve) will be 
awarded the Coast Artillery Trophy 
Plaque. 

(k) The highest scoring Air Force 
competitor (Regular. Reserve, or 
National Guard) will be awarded the 
Lieutenant Paul J. Roberts. Jr. Memorial 
Trophy Plaque. 

(l) The highest scoring Infantry 
competitor (Regular Army, Army 
Reserve, or Army National Guard) will 
be awarded the 25th Infantry Division 
Trophy Plaque. 

(m) Per a Secretary of ( 544.80fb)(iii) 
the Army Trophy Firearm may be 
awarded to— 

(1) The match winner. 
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(2) The highest scoring competitor in 
each of the Regular Service. Reserve 
National Guard. Service Academy and 
ROTC, Police. Civilian. Junior, and 
woman categories. 

5 S44.S8 Awards for the National Trophy 
Rifle Team Match. 

Listed below are the trophy awards 
following the type of category. Also 
listed are what second and third place 
teams and designated competitors will 
receive. 

(a) Awards for the winning team—The 
National Trophy. (1) The winning team 
will be awarded National Trophy 
Plaques and gold medals. 

(2) The second place team wilt be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(b) Reserve Component awards-Thc 
Hilton Trophy. (1) The highest scoring 
Reserve Component team will be 
awarded Hilton Trophy Plaques and 
gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(c) Service Academy and ROTC 
awards. (1) The highest scoring Service 
Academy and ROTC team will be 
awarded NBPRP Trophy Plaques and 
gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(d) Civilian awards — The Soldier of 
Marathon Trophy. (1) The highest 
scoring Civilian team will be awarded 
Solidier of Marathon Trophy Plaques 
and gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(e) Junior awards—The Minuteman 
Trophy. (1) The highest scoring Junior 
team will be awarded Minuteman 
Trophy Plaques and gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(f) A wards for highest scoring 
individual competitors. (1) The highest 
scoring competitor will be awarded the 
Pershing Trophy Plaque. 

(2) The highest scoring Army 
competitor (Regular. Reserve, or 
National Guard) will be awarded the 
Rattlesnake Trophy Plaque. 

(3) The highest scoring Air Force 
competitor (Regular. Reserve, or 
National Guard) will be awarded the 
General Thomas D. White,Trophy 
Plaque. 


(g) A wards for the National Civilian 
Rifle Team. The National Civilian Rifle 
Team will be awarded Elihu Root gold 
medals. This team will consist of the six 
highest scoring individual Civilian 
competitors and the coach and captain 
of the highest scoring Civilian team. 

} 544.89 Additional National Trophy Rifle 
Match awards. 

The competitors with the highest 
aggregate score in the National Trophy 
Individual Rifle Match and the National 
Trophy Rifle Team Match will receive 
(he following awards: 

(a) The Regular Army competitor will 
be awarded the FORSCOM Rifle Trophy 
Plaque. 

(b) The Navy competitor (Regular or 
Reserve) will be awarded the Admiral 
Arleigh A. Burke Trophy Plaque. 

(c) The Murine competitor (Regular or 
Reserve) will be awarded the General 
Shepherd Trophy Plaque. 

(d) The Civilian competitor will be 
awarded the Pietroforte Trophy Plaque. 

5 544.90 Awards for the National Trophy 
Infantry Team Match. 

Listed below are the trophy awards 
following the type of category. Also 
listed are what second and third place 
teams and designated competitors will 
receive. 

(a) Winning team awards—The 
Infantry Trophy. (1) The winning team 
will be awarded Infantry Trophy 
Plaques and gold medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(b) Reserve Component/team 
awards—The Celtic Chieftain Trophy . 

(1) The highest scoring Reserve 
Component team will be awarded Celtic 
Chieftain Trophy Plaques and gold 
medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(c) Civilian team awards — The 
leatherneck Trophy. (l) The highest 
scoring Civilian team will be awarded 
Leatherneck Trophy Plaques and gold 
medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 

(d) Junior team awartis—Junior Team 
Trophy. (1) The highest scoring Junior 
team will be awarded trophy plaques (to 
be named at a later date) and gold 
medals. 

(2) The second place team will be 
awarded silver medals. 

(3) The third place team will be 
awarded bronze medals. 


$544.91 Special medals In National 
Trophy Individual Pistol and Rifle Matches 

(a) The highest 10 percent of Civilians 
who fire in the National Trophy 
Individual Pistol or National Trophy 
Individual Rifle Match, but who do not 
receive match awards or the place 
medals prescribed in 544.95 below, will 
be given bronze medals. The medal for 
the pistol match will depict the Silver 
Bowl Trophy and the medal for the rifle 
match will depict the Nathan Hale 
Trophy. 

(b) The highest 10 percent of Juniors 
who fire in the National Trophy 
Individual Pistol or National Trophy 
Individual Rifle Match, but who do not 
receive match awards or the place 
medals prescribed in $ 544.95 below, 
will be given bronze medals. The medal 
for the pistol match will depict the 
Junior Pistol Trophy and the medal for 
rifle match will depict the Golden Eagle 
Trophy. 

(c) The highest 10 percent of women 
who fire in the National Trophy 
Individual Pistol Match or the National 
Trophy Individual Rifle Match, but who 
do not receive match awards or the 
place medals'prescribed in $ 544.95, will 
be given bronze medals. The medal for 
the pistol match will depict the 
Women’s Pistol Trophy and the medal 
for the rifle will depict the Women’s 
Rifle Trophy. 

(d) The highest 10 percent of Police 
competitors who fire in the National 
Trophy Individual Pistol Match or the 
National Trophy Individual Rifle Match, 
but who do not receive match awards or 
the place medals prescribed in $ 544.95, 
will be given bronze medals. The medal 
for the pistol match will depict the 
Ancient Archer Trophy and the medal 
for the rifle will depict the Police Rifle 
Trophy. 

§ 544.92 Place medals in National Trophy 
team matches. 

Place medals will be given to the 
captain, coach, and firing members of 
the highest 15 percent of all teams firing 
in the match. Medals will be given as 
follows: 

(a) The winning team will be awarded 
gold medals. 

(b) The second place team will be 
awarded silver medals. 

(c) The third place team will be 
awarded bronze medals. 

(d) The remainder of the 15 percent 
will be awarded bronze medals. 

$ 544.93 Place medals in Individual Etc 
matches. 

(a) For the EIC matches listed in 
$ 544.94. place medals will be award* 1 
to the highest scoring 10 percent of all 
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mm-Distingui&hed competitors 
competing in the match. These medals 
will be awarded as follows: 

(1) The highest one-sixth of the 10 
percent will be gold. 

(2) The next highest one-third of the 10 
percent will be silver. 

(3) The remainder of the 10 percent 
will be bronze. 

(b) Competitors who have attained or 
are qualified for Distinguished 
designation with the arm concerned will 
be ranked among the non-Distinguished 
competitors according to score. Each 
will be awarded a medal of the ssme 
type (gold, silver or bronze) as the non- 
Distinguished competitor next below 
him or her. 

(1) For rifle, Daniel Boone Trophy 
medals, will be swarded. 

(2) For pistol General Custer Trophy 
medals, will be awarded. 

§ S44.94 Distinguished designation and 
badge awards. 

(a) Competitions in which credits 
toward Distinguished designation may 
bt* earned and for which E1C badges 
may be awarded are— 

(1) The National Trophy Individual 
Pistol and National Trophy Individual 
Rifle Matches. 

(2) Certain Service matches not open 
to civilians. 

(3) NRA Regional and State 
Championships. 

(b) For credits earned in an EIC match 
to be recognized, the match must— 

(1) Conform to all parts of this 
regulation that apply. 

(2) Include at least 10 non- 

D stinguished competitors eligible 
'. cording to this regulation. 

(3) Be completed. 

(c) The following rules apply to 
Civilian competitors competing for the 
Distinguished Designation and Badge 
award: 

(1) In any calendar year, these 
competitors may compete in not more 
than four EIC matches for pistol and not 
more than four for rifle. The matches 
they may enter are listed below. 

(1) The National Trophy Individual 
Match. 

(ii) NRA Regional or State 

f Hampionship*. Civilian competitors 
may not compete in more than three 
NRA Regional or State championship 
FJC matches a year. 

(iii) A Service-sponsored match. If 
entry in such a match is possible, the 
match will constitute as one of the three 
matches authorized in } 544.94(b) of this 
section. 

(2) The DCM will award credit points 
toward Distinguished designation to 
competitors who earn place medals 


according to § 544.94(b). Points will be 
awarded as listed below. 

(1) For any place medal in a National 
Trophy Individual Match, 10 points will 
be awarded. These points will be 
awarded to civilians only. 

(ii) For place medals in other ECI 
matches listed in S 544.94(a)(1). 10 points 
will be awarded for gold medals. 8 
points will be awarded for silver 
medals, and 6 points will be awarded 
for bronze medals. 

(3) The DCM will award the 
Distinguished Badge when a competitor 
has earned 30 or more credit points with 
the arm concerned. 

(d) Competitors in the Regular 
Service. Reserve, National Guard, and 
Service Academy categories can earn 
credits toward the Distinguished 
designation and will be awarded the 
appropriate badges according to the 
regulations of their Service. 

9 544.95 EIC badges. 

(a) The DCM will award a bronze EIC 
badge to Civilian competitors when they 
first earn credit points toward the 
Distinguished designation. They must 
earn their points according to { 544.94. 
The DCM will award a silver EIC badge 
to these competitors when they have 
earned a total of 20 or more credit 
points. 

fb) Competitors in the Regular 
Service. Reserve, National Guard, and 
Service Academy categories wi^be 
awarded EIC badges according to the 
regulations of their Service. 

9 544.96 Marksmanship qualification 
awards. 

(a) The DCM will award the Basic 
Marksmanship Qualification Badge to 
ROTC, Police, Civilian. Junior and 
Women competitors who fire qualifying 
scores in the National Trophy Individual 
Pistol or Rifle Matches. The badge will 
show qualification as Expert, 
Sharpshooter, or Marksman. The DCM 
may also award, separately or along 
with the badge, a bar that will show 
whether a rifle or pistol was used. 
Qualifying scores for these awards are 
listed below: 

1) Pistol awards—possible 300 points, 
i) Pistol Expert—270 points. 

(ii) Pistol Sharpshooter—240 points. 

(iii) Pistol Marksman—210 points. 

(2) Rifle awards—possible 500 points. 

(i) Expert Rifleman—450 points. 

(ii) Rifle Sharpshooter—400 points. 

(iii) Rifle Marksman—350 points. 

(b) The DCM will present these 
awards after the close of the matches. 

9 544.97 Scores allowed for club 
qualification firing. 

To meet the requirements in AR 926- 
20 on clubs’ yearly qualification Bring. 


clubs enrolled by the DCM may count 
their members’ scores from the National 
Matches and/or EIC matches (9 544.95). 

Appendix A—Related Publications 

Approved courses of fire for civilian 
marksmanship training for dubs and schools 
enrolled with the DCM (These courses are 
available from HQDA(SADM). WASH DC 
20314.) 

AR 5-9 (Intrasenrice Support Installation 
Area Coordination) 

AR 140-125 (Marksmanship Training and 
Competitive Program) 

AR 145-1 (Senior ROTC Program: 
Organization. Administration, and 
Training) 

AR 145-2 [Junior Program and National 
Defense Cadet Corps: Organisation. 
Administration. Operations, and Support) 
AR 340-21 (The Army Privacy Program) 

AR 350-6 (Army-Wide Small Arms 
Competitive Marksmanship) 

AR 600-20 [Army Command Policy and 
Procedures) 

AR 600-23 (Nondiscrimination in Federally 
Assisted Programs) 

AR 622-10 (Competition in Small Arms) 

AR 672-5-1 (Military Awards) 

AR 700-131 (Loan of Army Materiel) 

AR 725-1 (Special Authorization and 
Procedures for Issues, Sales and Loans) 

AR 735-5 (Basic Policy and Procedures for 
Policy Accounting) 

AR 735-11 (Accounting for Lost. Damaged 
and Destroyed Property) 

AR 920-15 (National Board for the 
Promotion of Ride Practice and Office of 
Director of Civilian Marksmanship) 

AR 920-20 (Promotion of Practice with Rifle 
Arms) 

AR 920-25 (Rifles M14M and M14NM, for 
Civilian Marksmanship Use) 

AR 9(20-35 (National Match Fund) DODD 
1025.1 (DOD Civilian Rifle and Pistol 
Marksmanship Training Program) (This 
DODD can be obtained from HQDA 
(SADM). WASH DC 20314-0100) 

NEA Official Rule Books for Pistol and 
Highpower Rifle (These books can be 
obtained from the National Rifle Association. 
1600 Rhode Island Avenue. NW., 

Washington, DC 20036). 

Appendix B—Trophies of the National 
Board for the Promotion of Rifle Practice 

8—/. The President's Pistol Trophy 
This trophy was purchased by the NBPRP 
in 1961. It consists of e disc of white New 
England marble on a hardwood base. The 
Presidential Seal is carved, gilded, and 
mounted on the disc. This trophy is awarded 
to the winner of the President's Pistol Match. 

B-2. The General Custer Trophy 

The General Custer Trophy was purchased 
by the NBPRP in 1926. It is a bronze statuette 
of Ceneral George Armstrong Custer (1828- 
1876) Brins a pistol. The trophy ia awarded to 
the winner of the National Trophy Individual 
Pistol Match. 
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B-J, The US Army Reserve Memorial Trophy 

The US Army Reserve Memorial Trophy 
was donated to the NBPRP by the US Army 
Reserve in 1969. The trophy depicts the 
citizen soldier leaving his civilian occupation 
to take up arms in defense of his country, and 
is in memory of those who have given their 
lives in this duty. It is awarded to the highest 
scoring Reserve competitor in the National 
Trophy Individual Pistol Match. 

B-4. The Notional Guard Association Trophy 
(Pistol) 

The National Guard Association Trophy 
(Pistol) was presented to the NBPRP in 1983. 
replacing the original trophy that was 
established in 1979. The trophy depicts a 
helmeted Guardsman in bronze, mounted on 
a two-tiered walnut base. This trophy is 
awarded to the highest scoring National 
Guard competitor in the National Trophy 
Individual Pistol Match. 

B-5, The Intercollegiate Trophy 

The Intercollegiate Trophy wai purchased 
by the NBPRP in 1958. The trophy is a starling 
silver urn, depicting a battle scene in what is 
believed to be the war between the Romans 
and Celts in A.D. 43-44. It is awarded to the 
highest scoring Service Academy or ROTC 
competitor In the National Trophy Individual 
Pistol Match. 

B~& The Ancient Archer Trophy 

The Ancient Archer Trophy was purchased 
by the NBPRP in 1928. The trophy is made of 
bronze and depicts an ancient archer 
stringing his bow. It is awarded to the highest 
scoring Police competitor in the National 
Trophy Individual Pistol Match. 

B-7. The Silver Bow! Trophy 

The Silver Bowl Trophy was designed and 
purchased by the NRA in 1956 and presented 
to the NBPRP for award that year. It is a 
large, sterling silver bowl, embossed on the 
rim and pedestal with floral leaf design. It is 
awarded to the highest scoring Civilian . 
competitor in the National Trophy Individual 
Pistol Match. 

BS, The Gold Cup Trophy 

The Gold Cup Trophy was presented to 
General John J. Pershing by the Minister of 
War of the Republic of China as the award 
for first place in the pistol shooting match 
among the Allies at Le Mans, France In 1919. 

It was won by the American Expeditionary 
Force (AEF) Pistol Team- The team then 
presented it for annual competition in the 
National Trophy Individual Pistol Match. The 
trophy is a helmet shaped gold cup. engraved 
and mounted on an ebony base. The Gold 
Cup Trophy is awarded to the winning team 
in the National Trophy Individual Pistol 
Match. 

B-9, The US Coast Guard Memorial Trophy 

The U.S. Coast Guard Memorial Trophy 
was presented to the NBPRP in 1957 by the 
Coast Guard. This trophy commemorates 
Coast Guard personnel who lost their lives 
while in that Service. It is a replica of the 
Coast Guard Memorial located in Arlington 
Cemetery, with statuettes of Coast Cuard 
personnel holding service pistols on either 
side of the central pyramid. The central 


pyramid is cast in bronze and heavily plated 
in silver with an oxidized finish. It is 
awarded to the highest scoring Reserve 
Component team in the National Trophy 
Pistol Team Match. 

B-tO. The A/den Partridge Trophy 

The Alden Partridge Trophy was presented 
to the NBPRP in 1971 by the president of 
Norwich University. Northfield, Vermont. The 
trophy is a bronze bust of General Alden 
Partridge, founder and first president of 
Norwich University. This university was the 
first institution of higher learning to include 
military truining as a part of its curriculum 
and is credited as the founding school of 
what is now known as the ROTC program. 
This torphy is awarded to the highest scoring 
Service Academy or ROTC team in the 
National Trophy Pistol Team Match. 

5-11. The American Indian Trophy 

The trophy was donated to the NBPRP in 
1902 by the YMCA of Greenwich, 

Connecticut. It is a bronze of Sinte Maze. 
“Iron Tail.” an Oglala Sioux Indian. It is 
awarded to the highest scoring Police team in 
the National Pistol Team Match. 

B-t2 The Oglethorpe Trophy 

The Oglethorpe Trophy was presented to 
the NBPRP in 1962 by the River Bend Rifle 
and Gun Club of Atlanta. The trophy is a 
sterling silver bowl mounted on a walnut 
base and was named in honor of the founder 
and first Governor of Georgia. James 
Oglethorpe. The trophy is awarded to the 
highest scoring Civilian team In the National 
Torphy Pistol Team Match. 

B-13. The Military Police Corps Pistol 
Trophy 

The Military Police Corps Trophy was 
presented to the NBPRP in 1956 through 
private subscription among the officers and 
enlisted members of the Military Police 
Corps. This Irophy is a specially designed 
bronze relief depicting the worldwide mission 
of the Military Police Corps. Crossed pistols 
are mounted at the apex of the trophy and 
are exact duplicates of the original pistols 
used in the design of the Corps insignia. The 
trophy is awarded to the highest scoring 
competitor in the National Trophy Pistol 
Team Match. 

B-14, The General Mellon Trophy 

The General Mellon Trophy was presented 
to the NBPRP in 1858 by General Richard K. 
Mellon. Deputy Adjutant General 
Commonwealth of Pennsylvania. The Mellon 
Trophy is a miniature of a giant Kodiak bear 
in an upright and alert pose. This trophy is 
awarded to the highest scoring Army 
Competitor (Regular or Reserve) in the 
National Trophy Pistol Team Match. 

B-15, The General Carl Spoatz Trophy 

This trophy was presented to the NBPRP in 
1961 by the US Air Force in honor of General 
Carl Spastz. Chief of Staff of the Air Force 
from 1947 to 1948. It is a large silver globe 
mounted on an ebony base and surrounded 
by four silver eagles. This trophy is awarded 
to the highest scoring Air Force competitor 
(Regular. Reserve, or Air National Guard) in 
the National Trophy Pistol Team Match. 


B-16, The US Army Forces Command Pistol I 
Trophy 1 

The US Army Forces Command Pistol I 

Trophy was presented lo the NBPRP by the I 
Commanding General. US Army Forces I 

Command. The mounted brace of pistols an I 
circa 1900 Colt Army Special caliber. 38 I 

revolvers. The trophy was designed and I 

constructed by artisans of Rock Island I 

Arsenal and is awarded to the Regular Arm I 
competitor making the highest aggregate I 

score in the National Individual Pistol Mulch I 
and National Trophy Pistol Team Match I 

B-I7, The Fleet Admiral Nimitz Trophy I 

The Meet Admiral mimitz Trophy was I 

presented to the NBPRPln 1978 by the US I 
Navy through private subscription among *Kh I 
officers and enlisted members of the Navy I 

and Naval Reserve. The trophy is the pistol I 
presented to Meet Admiral Chester W. Nirm:r I 
in 1921 by his classmates at the US Naval I 
Academy. It is awarded to the Navy I 

competitor (Regular or Reserve) making the I 
highest aggregate score in the National I 

Trophy Individual Pistol Match and Nation.il I 
Trophy Pistol Team Match. I 

0-18, The McMillan Trophy I 

The McMillan Trophy was presented by | 
the US Marine Corps to the NBPRP in 1978 fur I 
award in the Service pistol competitions I 

sponsored by the NBPRP. The trophy honor - I 
Lieutenant Colonel William W. McMillan, an I 
outstanding Marine Corps shooter for over >0 I 
years. It is awarded to the Marine competi! r I 
(Regular or Reserve) making the highest I 

aggregate score in the National Trophy I 

Individual Pistol Match and National Trophy I 
Pistol Team Match. I 

B-19. The Anheuser-Busch Trophy I 

This trophy is a sterling silver bowl, I 

emblazoned with the Anheuser-Busch eagl^ I 
and mounted on a hardwood base. It is I 

awarded to the Civilian competitor making I 
the highest aggregate score in the National I 
Trophy Individual Pistol Match and the I 

National Trophy Pistol Team Match. I 

B-20, The President's Rifle Trophy I 

This trophy was purchased by the NBPRP I 
in 1977. It consists of a disc of black New I 

England slate mounted on a hardwood bas<’ I 
On the disc, the Presidential Seal is carvpd I 
and gilded. The President's Trophy is I 

awarded to the winner of the President’s R-flr I 
Match. I 

B-21. The Daniel Boone Trophy I 

The Daniel Boone Trophy was purchased I 

by the NBPRP in 1925. The trophy is a bronze I 

statue of the marksman Daniel Boone. I 

American pioneer in Kentucky and Mlsso; n I 
(1734-1820). with his rifle. The trophy is I 

awarded to the winner of the National I 

Trophy Individual Rifle Match. I 

B-22. The Citizen Soldier Trophy I 

The Citizen Soldier Trophy was presented I 
to ihe NBPRP in 1964 by the Reserve Officers I 
Association of the United States. The trophy I 
is flanked by miniature replicas of the Liberty I 
Bell. Affixed to the front of the trophy. I 

encompassing a large Reserve Officers’ I 

Association seal, are the five insignia of th*? I 
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Armed Services. The trophy is awarded to 
the* highest scoring Reserve competitor in the 
National Trophy Individual Rifle Match. 

B-23. The Hearst Rifle Trophy 

The present Hearst Rifle Trophy was 
donated by Wiliam Randolph Hearst to The 
National Matches in 1940. The Hearst Rifle 
Trophy is a 17 century Spanish flintlock 
carbine in blunderbuss style, inlaid with 
ivury and mother of pearl and having a 
chased lock. This trophy is awarded to the 
highest scoring Service Academy or ROTC 
competitor in the National Trophy Individual 
Rifle Match. 

B-24 The Nathan Hate Trophy 

The Nathan Hale Trophy was presented to 
lh*‘ NBPRP by the NRA in 1956, It is a bronze 
figure created in 1890. of the Revolutionary 
War hero. Caption Nathan Hale. It is 
a warded to the highest scoring Civilian in the 
National Trophy Individual Rifle Match. 

B-25. The Go/der Eag/e Trophy 

The Colder Eagle Trophy was purchased 
by the NBPRP in 1963. The trophy Is a golden 
eagle, ascending, with wings elevated and 
displayed. The eagle Is mounted on a walnut 
base. The trophy is awarded to the highest 
•coring Junior competitor in the National 
Trophy individual Rifle Match. 

B-2& The Association of the United States 
Army Trophy 

The Association of the US Army Trophy 
was presented to the NBPRP in 1962 by the 
Association of the United States Army. The 
trophy is a 16-inch bronze statuette of a US 
Army soldier mounted on a wooden base. 

The trophy is awarded to the highest scoring 
Army competitor [Regular. Reserve, or 
National Guard) in the National Trophy 
Individual Rifle Match. 

B-27. The Coast Artillery Trophy 

The Coast Artillery Trophy was presented 
to the NBPRP by the Commandant. United 
States Marine Corps, in 1961. The trophy is a 
sterling silver cup with figures of Marines in 
standing und kneeling positions firing a rifle. 
In 1923. officers and enlisted members of the 
Coast Artillery Corps presented the trophy to 
the Marine Corps in appreciation of the 
Marine Corps Team training the Coast 
Artillery Team for the National Matches. 

(This training was from 1910 to 1922.) This 
trophy is awarded to the highest scoring 
Murine competitor (Regular or Reserve) in the 
National Trophy Individual Rifle Match. 

The Liao tenant Paul f Roberts, Jr.. 
Memorial Trophy 

The Lieutenant Paul J. Roberts. Jr M 
Memorial Trophy was presented to the 
NBPRP in 1958. It is a sterling silver globe, 
designated by the US Air Forces as a 
memorial to Lieutenant Paul J. Roberts. Jr., a 
fyhter pilot who was killed during combat in 
World War II in Germany. The trophy was 
presented to the NBPRP by his father. It is 
awarded to the highest scoring Air Force 
competitor (Regular, Reserve, or National 
Guard) in the National Trophy Individual 
Rifle Match. 


B-29. The 2Sth Infantry Division Trophy 

The 25th Infantry Division Trophy was 
presented to the NBPRP in 1955 by the 25th 
Infantry Division Association. It illustrates 
the World War II area in which the division 
saw combat and lists the campaigns in which 
the division participated. This trophy is 
awarded to the highest scoring Infantry 
competitor (Regular Army, Army Reserve, or 
Army National Guard) in the National 
Trophy Individual Rifle Match. 

B-3Q. The National Trophy 

The National Trophy was provided by 
Congress in 1903 in the law that established 
the National Matches. Commonly referred to 
as the M Dogs of War Trophy.'* it is a bronze 
plaque depicting a warrior of ancient times 
with four dogs of war on a leash. The trophy 
is awarded to the winning team in the 
National Trophy Rifle Team Match. 

B-31. The Hilton Trophy 

The Hilton Trophy was presented to the 
NRA by the Honorable Henry Hilton of New 
York in 1878, and the NRA presented the 
trophy to the NBPRP in 1903. The silver- 
lated bronze plaque depicts an Indian 
uffalo hunt. Also on the plaque are figures of 
eagles, oak bouahs. and war trophies. It is 
awarded to the highest scoring Reserve 
Component team in the National Trophy Rifle 
Team Match. 

B-32. The Soldier of Marathon Trophy 

The Soldier of Marathon Trophy is the 
oldest NBPRP trophy. It has been in shooting 
competitions since 1875. The NRA presented 
the trophy to the US Government for 
competition in the Notional Trophy Rifle 
Team Match in 1903. The trophy is a bronze 
Figure of the runner. Pheidippides who. 
though exhausted and fallen to a reclining 
position, still holds high the torch he is 
carrying to announce the Greek victory at 
Marathon. The trophy is now awarded to the 
highest scoring Civilian team in the National 
Trophy Rifle Team Match. 

B-33. The Minuteman Trophy 

The Minuteman Trophy was placed in 
competition in 1925. The trophy is a bronze 
statuette of the "Minuteman of Concord.* 4 
(The original life-sized monument stands in 
Concord. Massachusetts.) The trophy is 
awarded to the highest scoring Junior team in 
the National Trophy Rifle Team Match. 

B-34. The Pershing Trophy 

The Peshing Trophy was presented by 
General John J. Pershing (1860-1948), 
Commander of the AEF of World War I. for 
team competition at the Inter-allied Games in 
Paris in 1919. Won by the AEF. it was brought 
to the United States and placed in the 
custody of the NBPRP with General 
Pershing’s concurrence. The trophy is a 
bronze figure of a World War I soldier Firing 
the service pistol. It was awarded to the 
highest scoring individual competitor in the 
National Trophy Rifle Team Match. 

B-35, The Rattlesnake Trophy 

The Rattlesnake Trophy was purchased by 
the NBPRP in 1938. This statuette depicts a 
cowboy and his horse at the moment a 
rattlesnake strikes at the horse's front feet. It 


is awarded to the highest scoring Army 
competitor (Regular. Reserve, or National 
Guard) in the National Trophy Rifle Tcom 
Match. 

B-36. The General Thomas D. White Trophy 

The General Thomas D. White Trophy was 
presented to the NBPRP in 1960 by the US Air 
Force In honor of Genera) Thomas D. White, 
Chief of Staff of the Air Force from 1957 to 
1961. The trophy is a large silver bowl 
mounted on an ebony base. It is awarded to 
the highest scoring Air Force competitor 
(Regular. Reserve, or Natfbnal Guard) in the 
National Trophy Rifle Team Match. 

B-37. The US. Army Forces Command Rifle 
Trophy 

The US Army Forces Command Rifle 
Trophy was presented to the NBPRP by the 
Commanding General. US Army Forces 
Command. The mounted rifles are circa 1900 
Winchester low wall muskets, caliber .22 
short, with consecutive serial numbers, the 
highest of which was the last musket 
chambered for the .22 short cartridge. The 
trophy was designed and constructed by 
artisans of Rock Island for award to the 
Regular Army competitor making the highest 
aggregate score in the National Trophy 
Individual Rifle Team Match and National 
Trophy Rifle Team Match. 

B-33. The Admiral Arleigh A. Burke Trophy 

The Admiral Arleigh A. Burke Trophy was 
presented to the NBPRP by the US Navy 
through private subscription among the 
officers and enlisted members of the Navy 
and Navy Reserve. The trophy is the steel 
helmet worn by Admiral Burke through the 
entire Atlantic Campaign of World Wur II. 
The trophy is awarded to the Navy 
competitor (Regular or Reserve) making the 
highest aggregate score in the National 
Trophy Individual Rifle Match and the 
National Trophy Rifle Team Match. 

B^39. The General Shepherd Trophyf 

The General Shepherd Trophy was 
presented to the NBPRP in 1956 by General 
Lemuel C. Shepherd. Jr„ Commandant of the 
Marine Corps from 1952 to 1956. The trophy is 
a bronze replica of the Marine Corps War 
Memorial depicting the flag-raising on Mount 
Suribachi during the battle of Iwo |ima in 
World War U. This trophy is awarded to the 
Marine competitor (Regular or Reserve) 
making the highest aggregate score in the 
National Trophy Individual Rifle Match and 
the National Trophy Rifle Team Match 

B-40 The Pietroforte Trophy 

The Pietroforte Trophy was donated to the 
NBPRP by private subscription among 
members of the US Marine Corps 
Distinguished Shooters* Association. This 
trophy honors Warrant Officer Michael 
Pietroforte, who distinguished himself as one 
of the Finest marksmen in Marine Corps 
history during his 30 years of service. It U 
awarded to the Civilian competitor making 
the highest aggregate score in the National 
Trophy Individual Rifle Match and the 
National Trophy Rifle Team Match. 
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B-AL The Infantry Trophy 

The Infantry Trophy was presented to the 
NRA in 1922 by the US Arroylnfantry 
through private subscription among its 
members (officer and enlisted and Regular. 
Reserve, and National Guard). The NRA 
placed the trophy in the custody of the 
NBPRP in 1906. This trophy depicts the 
combat Infantryman in action and is awarded 
to the winning team in the National Trophy 
Infantry Team Match. 

B-42. The Celtic Chieftain Trophy 

The Celtic Chieftaii^Trophy was purchased 
by the NBPRP in 1956. The statute represents 
a bronze figure of Caractacus. British 
chieftain of the tribe of Cateveiilaunl. who 
led the native resistance against the Roman. 
Aulus Plautus (A.D. 43-47). This trophy is 
awarded to the highest scoring Reserve 
Component team in the National Trophy 
Infantry Team Match. 

B-4£ The Leatherneck Trophy 

In 1957. the Marine Corps presented this 
trophy to the NBPRP in the name of the 
officers and enlisted members of the Marine 
Corps. The leatherneck Trophy is a replica of 
the life-size "Iron Mike" statue that has stood 
at the Quantico Marine Corps Base, Virginia, 
since 1921. It is awarded to the highest 
scoring Civilian team In the National Trophy 
Infantry Team Match. 

B~44* The Women s Rifle Trophy 

This trophy was authorized by the NBPRP 
In 1983 and first presented in 1984. It consists 
of a pair of Winchester Low Wall single shot, 
caliber .22 muskets mounted on a polished 
hardwood base. This trophy is awarded to 
the highest scoring Woman competitor in the 
National Trophy Individual Rifle Match. 

B~45. The Women's Pistol Trophy 

This trophy was authorized by the NBPRP 
in 1983 end firs! presented in 1984. It consists 
of two Colt Army Special caliber .38 
revolvers mounted on a polished hardwood 
base. This trophy is awarded to the highest 
scoring Woman competitor in the National 
Trophy Individual Pistol Match. 

B—46. The Police Rifle Trophy 

This trophy was authorized by the NBPRP 
in 1983 and first presented in 1984. It consists 
of three Springfield Ml903 rifles mounted on 
a polished hardwood base. This trophy is 
awarded to the highest scoring Police 
competitor In the National Trophy Individual 
Rifle Match. 


B-47. The Junior Pistol Team Trophy 

This trophy was authorized by the NBPRP 
in 1983 and first presented in 1984. It consists 
of four caliber .45 pistol facsimiles mounted 
on a polished hardwood base. This trophy is 
awarded to the highest scoring Junior team in 
the National Trophy Pistol Team Match. 

B-43. The funior Pistol Trophy 

This trophy was authorized by the NBPRP 
in 1983 and first presented in 1964. It consists 
of two Colt Ace caliber .22 pistols mounted 
on a polished hardwood base. The trophy it 
awarded to the highest scoring Junior 
competitor in the National Trophy Individual 
Pistol Match. 

B~49. The funior Infantry Team Trophy 

This trophy was recommended by the 
NBPRP in 1963 and first presented in 1984. It 
consists of three Springfield M1903 rifles 
mounted on a polished hardwood base. The 
Springfield rifles were used in the design 
because of their prominence in the Infantry 
Trophy; the fact that a distinctive award Has 
been established to promote junior 
participation In a singularly military type of 
marksmanship competition is considered 
most appropriate. The trophy Is awarded to 
the highest scoring Junior team in the 
National Infantry Trophy Team match. 

B-5Q. The National Guard Association 
Trophy (Rifle) 

The National Guard Association Trophy 
(Rifle) was presented to the NBPRP in 1983. 
replacing the original trophy that was 
established in 1979i The trophy depicts e 
helmetcd Guardsman in bronze, mounted on 
a two-tiered walnut base. This trophy is 
awarded to the highest scoring National 
Guard competitor in the National Trophy 
Individual Rifle Match. 

Glossary 

Section I 
Abbreviations 

AEF—American Expeditionary Forces 
AG—adjutant genera] 

AMC—US Army Material Command 
CECOM—US Army Communications- 

Electronics Command 
CG—commanding general 
CMP—Civilian Marksmanship Program 
CONUS—continental United States 
DARCOM—US Army Material Development 

and Readiness Commend 
DCM—Director of Civilian Marksmanship 
DNMIC (Ops/Svcs)—Deputy National 

Matches Installation Commander 

(Operations and Services) 


F.1C—e x cel le nee-in-com petit ion 
FORSCOM—US Army Forces Command 
l-NO—Liaison officer 
MR—midrange 

NBPRP—National Board of the Promotion of 
Rifle Practice 

NOB—National Guard Bureau 
NMIC—National Matches Installation 
Commander 

NMPAO—National Matches Public Affairs 
Officer 

NMSC— National Matches Support 
Coordinator 

NMSD—National Matches Support 
Detachment 

NRA—National Rifle Association 
OHARNG—Ohio Army National Guard 
OSO—Ordnance Safety Officer 
ROTC—Reserve Officers* Training Corps 
SA—Secretary of the Army 
SAFS—Small Arms Firing Schools 
SPT—Support * 

SR—short range 

TRADOC—US Army Training and Doctrine 
Command 
USC—US Code 

XO. NM—Executive Officer, National 
Matches 

XO, CMP (SPT)—Executive Officer, Civilian 
Marksmanship Program (Support) 

Section U 

Terms 

Complete the Match. To fire recorded shots 
in all stages of a match. For team matches, 
this term means that all firing members lire 
recorded shots in all stages of the match. 

Completed Match. A match in which all 
competitors have had the opportunity to fire 
in all stages of the match. 

Distinguished Designation. Award of the 
Distinguished Pistol Shot or Distinguished 
Rifleman Badge These awards are made to 
individuals who hove earned the required 
number of credit points. 

Excellence- imCompetition (E1Cf Matches 
Matches in which credit toward the 
Distinguished designation may be earned and 
E1C badges awarded. 

Fire in the Match . To fire one or more 
recorded shots in any stage of the match. For 
team matches, this term means that one or 
more team members fire one or more 
recorded shots in any stage of the match. 

John O. Roach, II. 

Army Liaison Officer with the Federal 
Register. 

(FR Doc. 65-2844 Filed 2-21-65; 10:13 am| 
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DEPARTMENT OF AGRICULTURE 
Farmers Home Administration 
7CFR Part 1945 

Emergency Loans for Citrus Grove 
Rehabilitation and/or Reestablishment 

agency: Farmers Home Administration* 
USDA. 

ACTION: Interim rule. 

summary: The Farmers Home 
Administration (FmHA) amends its 
Emergency loan making regulation. Part 
1945, Subpart D. to incorporate a special 
provision which will afford citrus 
growers more realistic loan terms and 
which w r ill provide a method of loan 
funds disbursement that will enable 
them to recover from severe natural 
disaster losses. 

effective date; February 22, 1985. This 
interim rule is subject to revision 
following a comment period ending 
March 25. 1985. 

addresses: Submit written comments 
in duplicate to the office of the Chief. 
Directives Management Branch. Farmers 
Home Administration. United States 
Department of Agriculture, Room 6348. 
South Agriculture Building. 14th and 
Independence Avenue. SW M 
Washington, D.C. 20250. Ail written 
comments made pursuant to this notice 
will be available for public inspection 
during regular working hours at the 
above address. 

FOR FURTHER INFORMATION CONTACT: 

Mr. Morris Moneason. Acting Director. 
Emergency Division. Farmers Home 
Administration. USDA, Room 5416- 
South Building, Washington. D.C. 20250. 
Telephone Number (202) ,382-1632 or Mr. 
Wilbert Cambell. Designation and Loan 
Processing Branch Chief. Emergency 
Division. Fanners Hume Administration, 
USDA. Room 5416-South Building, 
Washington. D C. 20250, Telephone 
Number (202) 382-1650. 

SUPPLEMENTARY INFORMATION: This 
action has been reviewed under USDA 
procedures established in Departmental 
Regulations 1512-1. which implements 
Executive Order 12291 and has been 
determined to be “non-major.” because 
it will not have an annual effect on the 
economy of $100 million or more: and 
there will be no major increase in cost 
or prices for consumers, individual 
industries, Federal, state, or local 
Government Agencies, or geographic 
regions; nor will it have significant 
adverse effects on competition, 
employment, investment productivity, 
innovation, or on the ability of United 
States-based enterprises to compete 


with foreign-based enterprises in 
domestic or export markets. 

Discussion of Interim Rule 

FmHA is implementing the special 
Emergency (EM) physical loss loan 
provision immediately via publication of 
this interim rule. It is the policy of this 
Department that rules relating to public 
property, loans, grants, benefits or 
contracts shall be published for 
comment, not withstanding the 
exemptions in U.S.C. 553 with respect to 
such rules. This action, however, is not 
published for Proposed Rule making 
because of the extreme financial stress 
presently being experienced by many 
citrus growers due to devastation of 
their citrus groves during the past three 
years. 

Many citrus producers are currently 
experiencing severe financial 
difficulties, which threaten their ability 
to continue in operation. The 
unavailability of suitable credit, high 
costs of grove rehabilitation and/or 
reestablishment, and expected negative 
cash flow, because of loss in production 
capacity during the grove 
reestablishment period, have seriousl> 
reduced citrus grove operators* chances 
for recovery from their disaster losses. 

Citrus trees in a 250,000 acre area 
were damaged by the 1983 freeze, as 
farmers pruned the trees to encourage 
new growth. When temperatures 
dropped into the the teens and held 
there for an extended period on January 
21-22,1965. much of this new growth 
was destroyed. Early estimates indicate 
that the January 1985 freeze damaged as 
much as 50 percent of the current cirtrus 
crop available for fruit and juice, and 
killed back much of the one and two 
year old wood (producing wood), 
causing losses to citrus growers in 
Florida estimated to be as much as 1 
billion dollars. Citrus producers need 
that relief that this regulation revision 
provide: and they need the relief as soon 
as possible, if they are to overcome the 
effects of these disasters. The 
alternative is to have many producers 
forced out of business. 

It is found, upon good cause, that 
notice and other public procedures, with 
respect to this interim action, are 
impracticable; and good cause is found 
for making this action effective in less 
than 30 days after publication of this 
document in the Federal Register. 

Unless the provisions contained in this 
Interim Rule arc implemented promptly, 
many citrus growers will be forced out 
of business unnecessarily, since suitable 
credit will not be available to them in 
time. 


Programs Affected 

This modification affects the following 
FmHA program as listed in the Catalog 
of Fedora/ Domestic Assistance: 

10.404—Emergency Loans. 

Intergovernmental Consultation 

Intergovernmental consultation should 
be carried out in accordance with 7 CFR 
Part 3015, Subpart V, 

“Intergovernmental Review of 
Department of Agriculture Programs and 
Activities.'* For affected programs, see 
FmHA Instruction 1940-J. available in 
any FmHA office. 

Environmental Impact Statement 

This document has been reviewed in 
accordance with 7 CFR Part 1940. 
Subpart G. “Environmental Program." It 
is the determination of Fml IA that the 
proposed action does not constitute a 
major Federal action significantly 
affecting the quality of the human 
environmental and, in accordance with 
the National Environmental Policy Act 
of 1969, Pub. L 91-190, an 
Environmental Impact Statement is not 
required. 

Background 

The current Fml IA regulation for 
emergency loan making must be 
amended to incorporate these changes. 
The changes, as set out below in Exhibit 
D, Part 1945, Subpart D provide for 
emergency (EM) physical loss loan 
funds, which ore used for dtrus grove 
rehabilitation and/or reestablishment, 
to be disbursed over a maximum period 
of 5 years; and to have the loan 
repayment postponed, except for al least 
a partial payment of interest, for a 
period of up to 5 years. 

Alternative #1 

Make no change. 

Effects: Natural disaster losses force 
many citrus growers to incur abnormally 
high capital and operational costs to 
rehabilitate or reestablish groves. Low 
income during the recovery period 
reduces the affected citrus growers’ 
repayment capacities; and without 
suitable financing, many growers will be 
forced out of business. The existing 
regulation provides for a postponement 
of payment for a maximum of 3 annual 
installments. That is not sufficient time 
for citrus crops to be restored to 
profitable production, when trees are 
killed and have to be replanted. 

Alternative *2 

The modifications set forth in this 
Exhibit D will provide eligible citrus 
growers the opportunity to rehabilitate 
and/or reestablish their citrus groves bv 
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<iHording them an extended period of 
temporary relief from repaying the loan 
This will be accomplished by 
postponing the loan repayment, except 
for at least a pnrtiol payment nf interest, 
for a period of up to 5 years. In addition. 
KM physical loss loan future advances 
will be permitted to be disbursed over a 
period of up to 5 years. This will allow 
lhe loan to be disbursed to pay certain 
diurnal operating expenses ax needed 
during die recovery period, which is 
normally characterised by a drastic 
reduction in cash flow. 

Effects : This action will enable many 
smellier sized citrus operators to recover 
from the devastation of natural disasters 
I iirid return to a profitable operation. 

These changes affect emergency 
physical loss loans only. 

List of Subjects in 7 CFR part 1945 

Avn culture. Disaster assistance. Dam 
programs— Agriculture 

Accordingly, Subpart D of Fart 1945, 
Chapter XVIIL Title 7. Code of Federal 
Regulations, is amended as follows: 

PART 1945—EMERGENCY 

Subpart D— Emergency Loan Policies, 
Procedures and Authorizations 

1 Section 1945.153 is added to read as 

follows; 

} 1945.153 Loans for citrus grove 
rehabilitation or reestablishment 

Fxhibit D of this subparl. which deals 
with loans made to operators of citrus 
1 groves, modifies some of the provisions 
contained In this subpart. 

2. Exhibit D of Part 1945 Subparl I) is 
lidded to read as follows: 

Exhibit I) to Subpart D —Emergency 
Loans for Citrus Grove Rehabilitation 
anch or Reestablishment 

1 General: Emergency (EM) loans may I* 

I nude for rehabilitation and/or 
I rei-Publishment of citrus groves, in areas 
I *di>c;h .irr determined not to be freeze prone 
I arvi.s. Mjbject to the requirements of this 
I wbpnrt, except as modified and 
I *upplrmented herein. This exhibit shall be 
I < fbrtivr on February 22.1985 for citrus 
I Stowers who have applications pending or 
I who file applications in the future. 

A Authority. The Authorizations contained 
I tn this exhibit provide the criteria to be used 
I in (1) determining the feasibility of a request 
I lor on KM loan to rehabilitate and/or 
I *w*tj*bliih a citrus grove(s) and (2) 

I ustablixhing the dollar amount of physical 
I tase* to be compensated in a single KM loan 
I and disbursed in future advances over a 
I Period of up to 5 years. 

B Policy, It is the policy of FmllA to make 
I K\t physical loss loans to citrus growers 
I under this exhibit, provided their citrus 
I grove t am b e reestablished or rehabilitated 


with the KM funds advanced over a period 
not to exceed 5 yea*'*. If additional funds are 
needed and a longer recov ery period is 
required, the applicant must plan ut the 
outset to obtain the additional financing 
needed from either his/her own cash flow 
resources or from another lender!x). since 
FmllA bos no authority to provide any 
sulisrquent FM physical loss loans based on 
the some disaster. 

II. Program Objectives: The objective for 
making EM loans to rehabilitate or 
reestablish citrus groves is to enable eligible 
applicants to restore their damaged citrus 
groves to normal production, provided (1) the 
proposed citrus operation can tie 
reestablished on a reasonably sound twain: 
and {Z) the rehabilitated citrus grove(s) will 
ufford long range prospects far a reasonably 
successful operation. 

III. Definitions: 

A. "Grove rehabilitation" means the 
renovation of an existing grove, made 
necessary because of severe damages to trees 
resulting from a natural or major disaster 
occurring io a designated/declared 
county(ies). 

B. "Grove reestablishment" means the 

planting of new trees to replace those that 
were killed or damaged leyond economic 
rehabilitation, made necessary because of 
severe damages resulting from a natural or 
major disaster occurring in a designated/ 
declared county lies) (Both paragraphs II! A 
and III B involve real estate development 
which will require more than one year to 
complete. Normally 3-5 years will be 
required for groves to become productive 
again under these two types of development 
procedures.) 

IV. Eligibility: Sections 1945. tSJ and 
1945.175 of this subparl are supplemented to 
the extent that EM loans may be made, under 
the provisions of this exhibit, only to 
otherwise eligible applicants who are owner 
operators or long term lessee operators 
(whose lease meets the requirements o! 
Section WSAZfaK 7 ) of Subparl B of Part 1943 
of this chapter) of citrus groves. To tie 
eligible, applicants must: 

A. Pm)ect. at the outset realistic annual 
plans of operation Tor the total farming 
operation, showing positive utsh flows. 

These plans will be prepared by the County 
Supervisor and the applicant/borrower for 
each year of the adjustment period, until the 
citrus grove(s). as projected is brought Into 
profitable production. 

B. Provide verification of Income from other 
fanning enterprises and/or dependable off 
farm income tn sufficient amount to cover all 
family living expenses and all farm operating 
expenses not related to the rehabilitation or 
reestablishment of the citnis grove(s) to be 
financed by FmHA 

G Limit their request for an KM physical 
loss loan to the actual physical losses 
sustained, which will not exceed the value of 
the established grove (trees and land), as 
appraised on the day before the disaster 
occurred or one year and one day before the 
disaster designation was requested by a 
State Governor or an FmHA State Director, 
whichever date has the higher value, minus 
the present market value of the land and any 
remaining trees. The maximum EM loan limit 


of $5000 per borrower fur each designated 
disaster as prescribed tn $ 1945.163(d) nf this 
fubpart' will prevail. 

V. Laon Purposes: EM loans fur citrus 
grove rehabilitation and/or reestablishment 
may In? made to eligible applicants for the 
purposes authorized by Section 1945.166 of 
this subpart including the following: 

A. Operating purposes. Payment of: 

(1) Hired labor, not including operator's 
own labor. 

(2) Actual cost of pruning trees and top 
grafting. 

(3) Purchase of fertilizer, herbicides and 
fungicides. 

(4) Actual cost of land preparation and 
cultivation. 

(5) Machinery and equipment maintenance: 
repair and replacement, ns needed lo sustain 
the citrus enterprise only. 

(6) Actual coat of fuel associated with the 
citrus enterprise. (For operation of 
machinery, irrigation systems, frost 
protection, etc.). 

(7) Accrued interest on outstanding citrus 
operation debt. 

(81 Real estate taxes and real property 
insurance premiums 

(9) Miscellaneous operating costs 
associated with the alms enterprise. 

B Rea! Estate purposes Payment of 

(1) Hired labor, not including operator’s 
own labor. 

(2) Removal of destroyed trees and debris. 

(3) Land preparation. 

(4) Purchase and planting of replacement 
tree*. 

(5) Secured and unsecured debts incurred 
during the disaster year as related to the 
citrus enterprise. 

(6) Miscellaneous expenses directly related 
to long term improvement of the citrus 
grov«'(s) rehabilitation and reestablishment 

VI. Loan Limitations: Loan funds w it) not 
be approved or advanced for 

A. Family living expenses. 

B. Operating or real estate expenses not 
directly related to the rehabilitation and/or 
reestablishment of the citnis grovc(s) 
damaged or destroyed by the declared/ 
designated disaster 

VII. Rehabilitation and. or 
Reestablishment Requirements: Citrus 
growers receiving EM loans under this 
exhibit will rehabilitate and/or reestablish 
their damaged or destroyed citrus groves for 
production of similar type(s) citrus crops 
grown during the disaster year. The 
upplicant/borrower will also agree to replant 
or top graft the trees, as necessary, with a 
variety lies) of trees recommended by the 
Cooperative Extension Service. This will 
become a condition of loan approval and will 
be inserted in Item 41 of Form FmHA 1940-1, 
"Request For Obligation of Funds." The 
replacement citrus trees and any scion wood 
used for lop grafting must be certified, in 
writing, os being disease free and true to 
variety by the selling nurseryman or other 
supplier. 

VIII Rates and Terms: See FmHA 
Instruction 440.1. Exhibit B (available in any 
FmHA office), for current interest rates 
charged on KM loans. Section 1945 168 of this 
subpart is hereby modified, authorizing future 
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advance* of EM loan fund* to be disbursed 
over a period of up to 5 years, when such 
loan funds are used to rehabilitate and/or 
reestablish a citrus grovc(s). EM loans may 
have reduced annual installments scheduled, 
of at least partial interest, for up to 5 years. 
However, such reduced installments will not 
be scheduled longer than the amount of time 
projected as being needed to bring the citrus 
grove(s) back into profitable production. 

After the adjustment period, the promissory 
note may desenbe a graduated schedule of 
annual installments to coincide with 
projected increasing cash flow. A State 
Supplement wiU be issued setting forth 
several examples of a 5-year adjustment 
period showing scheduled annual 
installments. 

The maximum repayment period will not 
exceed30 years. In cases where successive 
natural disaster losses severely affect the 
total farming operation, loans may be 
rescheduled with a new period of adjustment, 
provided subparagraphs A and B of 
paragraph IV of this exhibit am continue to 
be met. 

IX. Security Requirements: Section 
1945.169 of this subpart is hereby modified to 
show that the EM loans made for citrus grove 
rehabilitation and/or reestablishment will be 
secured by the following collateral and lien 
positions; 

A. A first lien on the citrus crop being 
brought into production; 

B. The best lien obtainable on real estate or 
leasehold interest on which the citrus is to be 
grown, having sufficient collateral equity to 
fully secure the EM loan, based on Lhe per 
acre appraised value of the citrus grove(s) as 
established on the day before the disaster 
occurred, or one year and one day before the 
disaster designation was requested by a 
State Governor or an FmHA State Director, 
whichever date has the higher value. 

G The best lien obtainable on all other 
assets owned by the applicant/borrower, 
when an individual proprietorship. When the 
applicant/borrower is an entity, all assets 
owned by the entity and the individual(s) as 
a member, partner or stockholder of the 
entity will be taken as collateral; and 


D. Full personal liability of all principal 
members, partners or stockholders of the 
borrower entity. 

X. Loan Approval and Administrative 
Determinations: Before an EM loan is 
approved under this exhibit, the loan 
approval official must make the 
determinations required by 55 1945.182 and 
1945 163 of this subpart, and the following 
additional determinations; 

A. That postponement of loan repayment is 
needed to accomplish projections of positive 
cash flows for each year of postponement; 
and as necessary, repayment of the loan, 
except for at least an annual partial 
payments) of interest, will be postponed for 
up to 5 annual installments with a graduated 
schedule of annual installments after the 
adjustment period; and a maximum 
repayment term, as justified by realistic 
income and expense projections, but not In 
excess of 30 years from the date of 
promissory note, will be given. 

B. That multiple future advances of loan 
funds are scheduled over the period of years 
needed to bring the citrus grove(s) into 
profitable production, but not in excess of 5 
years. 

G That annual plans of operation and 
accompanying cash flow statements are 
scheduled for review and revision annually to 
reflect current circumstances, and a 
determination made and documented by the 
FmHA servicing official that recovery of the 
citrus operation is still feasible, before each 
future advance is disbursed. 

D. That the projected annual plans show 
the initial and all future EM advances will be 
fully secured by equity in the farm real estate 
to be rehabilitated or reestablished, and 
which will serve as collateral for the EM 
loan, using the "as improved" appraised 
value. 

XI. Understandings and Agreements with 
Applicant: In the event a determination is 
made, at any time during the recovery period, 
that the operation is no longer economically 
feasible (cannot meet its cash flow 
requirements), the undisbursed future 
advances will be cancelled by the County 
Supervisor after consultation with the District 
Director and the State Director and 
appropriate servicing actions will be pursued. 


Also, lhe grove rehabilitation and/or 
reestablishment will be considered 
"complete" when profitable production is 
achieved. If this occurs ahead of schedul. 
the remaining future advances will be 
cancelled and consideration given to 
rescheduling the unpaid EM loan balance. 
The County Supervisor may cancel a future 
advancc(s) after consultation with the 
District Director and the State Director. This 
will be acknowledged by the borrowers) by 
initialling changes in the Promissory Note. 
Form FmHA 1940-17, as follows: on pag<- 1 
delete the second sentence of the third 
paragraph from the bottom of the page ;%hidl 
reads, "Approval by the Government will be 
given provided the advance is requested for i 
purpose authorized by the Government jrd 
add at the bottom of page 1. "The 
Government will approve advances of loan 
funds which were not advanced at loan 
closing, provided the funds will be used for 
authorized purposes, the borrower has 
complied with all loan agreements, FmHA 
determines that the operation is economically 
feasible, and FmHA determines that FmHA 
loan funds are needed " Each Promissory 
Note thus modified will be initialled at both 
changes by the borrowers) at the time of 
loan closing and an explanation of the 
implications of the changes given to the 
borrowers) by the escrow agent or the 
FmHA official conducting the dosing. 

Xli. Issuance of State Supplement: A S id Is 
Supplement will be issued to provide 
guidance on appraising citrus groves, and 
projecting Farm and Home Plans nr 
Coordinated Financial Statements during th^ 
period of grove rehabilitation and/or 
reestablishment. This Supplement will also 
contain examples of how loan installment* 
may be scheduled during the period of 
adjustment. (See paragraph VliJ of this 
exhibit.) 

(7 U.S.C. 1989: 7 CFR 223; 7 CFR 270) 

Dated: January 25,1985. 

Charles W. Shuman. 

Administrator, Farmers Home 
Administration, 

FR Doc. 85-1592 Filed 2-21-85:11*27 am) 
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